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aftt RftNIT 
(isnwftMm) 

^ fijwft, 20 2005 

32 ( 3 ?).— aftnUr ^ jRfm 1945 ^ aft? ^ ^ ^ 

^ Pi*-i(«fea RTOR aft? JR!ltR aft?If^q*(, 1940 (l940 W 23) aft EJRT 12 aft? £|1?T 33 
aft aiftsng?!!? ’ti?et ?T?a>R ^ -wiwi aft? tjRgR aJc^im *f5n?Ta aft ari^rgjERi w sai a* ?n.^.fft. 694 (ar) ?n^, 
28 arn??r 2003 ^ ai^ »Tf?tT ^ ?ivjrtR, aRii«i?«i, anr 2 , ^ 3 . a^r ^ ^ 1 ^ 32 a? aaafififw 
aai 8 I 1 , ?nft srfftvrift h^iiRo ?tft aft awRprr sff, b?i cii’ft'ia ^ fftRiaft ^a^r art^l^^ar 

^ gaw aiRtra aft afftat viFRiT aft ww ^ ^ antft t. aft aialir aft ?RiftT ^ anda ^ ^na 

arft’rfttft; 

aftr ■3?ia?T^m aft aftpir 28-8-2003 aft ■3Fi^^'aa?R*jaRr^''T^ «ft; 

aft? ?i?a>R ft ^a^T araa fftaaf aft aiaw aia?n ^ JIM airftaf ajW ^nat a? ?p?ia> "^ia ^ fftaR 
ai? t; 


3 RT:, aia, «pTfla ’Hwk ^aci ailft^an aft «irt 12 aft? sirt 33 5i?t jrtt arfft^rat aa jrsftaaj^fa 
T ?ia>*ftaft aiensaa? ftfi ^ aaiaaf ^ aMRi, aftafft aft? jRim anarft tftaa, 1945 aa aft? ?RftER ^?ft ^ 
fft?Pf a^ t, aisfttt: - 


2.(1) fftaftt aa ?jllM ^ aftalft Ji?TrenT ?T?ftaa fftaa ( ?T?fi£H) ffta^, 2 c» 51 1 

(2) ft ?i< 5 iaci ft H<waR ^ cn^fer aft Jiari #ft 1 , 
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3 . iraFR fSm. 1945 '^cRT WT W t). 

(1) ’TR X-^F 122 - q?tlT?f f^lRfclfecr 3RT T^nf^tcT ^’TT, aiaitcT :- 

"122 - tFPcp : cTTaiRcF qfrmTii g?! :- »iR "?np,tF)ra> 3isj t 

HRci ^fTsSlcf^ (■^iPTqt) ^ 3 |Rl^f (?it) cPT afOTJR 3 Tftjm 

c]tI - 3 /^ /r irfi ^ cnail^^F. 3 ?I^-l?t 5 iFi 

3fr? RTRfcPtcRT^^ifcF t) 3fk/R FFiltvl ffHmt '<^, ■gRRI 7F'J]fR T*'?’'! ?FcFt 
’CFF^ f^, rfcnR WTR ?> I" 

(2) ^ ’'I ^ T? f^fc^fer? 3 Tg?T;^y ^ TcK FFT»fI aaiffl 

"ar^^^fl R 

(%R 122 cf>, 122 ?3, 122 U. 122 RF, 1221T‘7hF aft^ 122 ^ M) 
siN^r ^ 3 TFnw afk/m 13^ ctt 8 !%^ w?if%^?i 

3 rg*lf% ^ ^ 3 ^®!Ti sik - f%f W i 

1. ai^Rfrl ^ : (1) tjR cRT^ R ensif^F? Fflsmf '<F7^ ^ ^ ark??! f?t aiRin ^ir ^ 

aiTctcR FWi 44 3 t kRT ^i;Tf, ■’Hm c^ ai^HR I^Rfc^feri 3 fr<F-^ miR ?k ataii'a ;- 

(i) qk%ce 1 ,c^ R? 2 74?iT f%%?! \'rwRi^ ak {wr«jfe<Rei) 

(ii) qRf^iFi 1, ^ 3 ^ afR qRRrq: 4 » 174 ? 4 f kftci aiky IctfiH trsSI 3 iT<?r|; 

(a) afrqltl gsro! qRRr^ 1 ^ qfi 2 RPiRqj f, afi^ qgRi 

RrfEtFRfFt jRTcT CRT got^ sr.^g ftpr^ gg grf-TqR g^ 'cTR giif^gt 'fl arg^TR Rail gri^’ni i 'HE’i -Ffi 
^wg ■^^-argfegi afiv tii 50 g^gg f^K' i g>T 4 Ri?I git ggr^n-l -p Rig f^Rn gg [?r#i 
arjgggt gg.^ cMg fcfan angR i (qRRr^ 4 


(b) gRRitg 1 c^ gg 3.3 aft^ gRRigj 4 gg 1.2 ^ gag fctRg gigrR a?>qvi--|%rg srgig 1 

(c) gRRr^ 1 gg 3.5 ^ ggi Rt 1 %g goal’ll ggraf c^ aig?T>gg, gggriFS ang yRRS-i 

artgRr-gf^ 3 tff^ i atgf gift gtgg, ?>, aftg!t> pgrgi gsi t^iagr aflg!?J ggjggf g^t ’??ggg c-?p(n? > 

(iii) gRRrcs 1 gRRi^g 3 gg 4 ^ ggj kfltg gR=g Rl«-f<l5ng gTg^^^ afigi'l 1 

(iv) qRRitg 1 g?r gg 5, 6 ait? ? ^ g^g RR-g gigg aisrRigi aftgg-f<t§trg aggr^ Ri*g aiggr? gt^ :- 

(cr) gRg g aiifcitRR Rn? ijg gg ailgfe ggisi! fcrg ggg 1 -tt ^ ciraf&FR gra i) I'Fg 

^ gsg akRm f afR ^rR%fg 1 g?I gg 1, gg 2, gg 3 , gg 4. gg 5 (ai"^ ^g’lt cji aiicR^. gt> 

ckt ^) gag gg 9 eo aiftlg aiig/| yg;^ k;g aiiigl i 
(? 3 ) gRM ?t ftRg 3 i^j t?it A aiTfElsRi? ftaq frg qii qcxfvg ^t", (Rti inqifi!.c i 41) gg ;. gg 

’•’v 

2: gg 3. gg 4, gg 5 (agg ^ff ^ ariER^) aftg gg 9 c^ gstig gag agtRlff Eigtixg ?f> gisi 
3gcR% RRtj ggg^ 1 gRcT gi?? gig'-g g^^’i 1 ^ aiiER-#, ai^iiRi gitygi^i git 
gg^ c^ grgm, ^ attgfR Rg* ftr?g-ti g^.sTorf ^ grar-giai q?or i 'Rt 'gvg?!^ 

afR/gr i! 3#2ftR? ggg ill ’Rtepfi Ttf ai-jgfg eft aii ?Tggft f 1 g^f 111 1> gt^a 
^ afrg1?t ^ f^ugg 'R arggfrt f^.; giRt R ggR, ■jg^g g f\ aiFt EMtitlgi <t, 

(g) arirfetg agcR^ gg atlgRr gi gifrg gEitarg g? f?T 4 ? EoRt 1 FUSilRfR q^si'gt git f-iggt ti apEil^r 
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3 ?am 3 ft^ ^ areim gjt ir^ afk vj^rqf ^ #ft I cpt 

tR^ ^ 3) jHfcl ■'Hiyi^lcl; xRXTi^ ^ ^ ^ W^, fwTFT^ (^fWf) ^ SIR?^ 

c!^ KIR vSn^ryj; 


(er) ciraf^ qftOT ^PT ^ 3 ig»if% ^ ^ 3 Ti^ ^ ^51 3 r%'ra>' 

tPT iRTf, iiwiRd WEIR (qR^pe lo). ’TTW aiPl^ imq, aiHUR cpt vJiRra>t^t^ 

w# ^WIcIvjI (qRf^ 5), 31%cf) cPT «RI ^ER (qRf^ 8) ^ Ejf^ T3XRISI ?fr 3ITElR-m5( 
Ei 5 t 3 Rml% VIII) •>ft ^ I 

(^) 'qRf^ 1 c}5t TR 5-8 clfcl 5Rgfr ^l5t HRlf^ aiKRrft ^5) fM^, 3Tfq^ c^ MRf^ttd 
ti ^i Pii^isci TR ^PT^e cfi 3rg?R ?W) i siorr Rtfl€ cpt 3^^ etri otiRrt 
vinw ^ ^ ^ 3F^ qqiPlBd ^ W t. rit 3IHRR 3P^IW 

IRT IRIRr Elir I 5^ JRIuftqR^I ^ R’M cl5t 3Rf -cR^ 3l1^ 7^fcl 3IKRR Ept 

'jrl'Hi fchqi qqi ^ '3TRPT ElSfisJ 'l4lcbi'< f«h<4l uTTfR 3fR Pm>'i) ^ TIRT 'H^hIcI oUcR c^ xj1h**T| | 
URltp cpt 'TRSlif^jcT (<I>ql vjRRT ; 

(v) qRttr®e 1 cf?f ^ 9.2 ^ ei^ti fcrf^ 3 ri ^ ^t f^RrapR? ^ ^if^ cpt^ ^ ftRi^t f^P^ sri t?r 

3Ilq1^ ^ f^Rft SIcpR cf) pfcREl q?! <^ERl ’ft ^jqT?^’’TT4 ^TPP ^ PRfT. tg^ 311^ TPJ^ cPT 

apRvftq. ulciigcH 3ftq1?T uf?il>>qi3ii qR ft ftciiqft), snfft (qRRiR 1 . 5 , 9 . 2 ) 1 5 ^ irpr. 

cPi fftPiqjdi EiT fftfftqppp Pil?ftP'iui gRT %?ft ft?r ft gmi ^ fcRi rit ^ ftt, ft# 


cPRR ciaiT UmPtcPcll c^ W«r, ’TRcI # ^f#ft ft #ft cpft i zfg ’[J^T m#Icp gRf IIRCT 

ft 3f)*)Rl ■^Rr 31^51 ffti (<di§ftRiq) yiftifpift qft u-j^n ep# #*tt i 

(Vi) qpt trfftffti^ # Hg 10 ft EisiT# ^ ft fftfftci, fftwi ftq 3ftqET # -qR wi ft 

# vinRft 11 ?R3€) ft fftRfftrf^ irt ft #ft;- ft?! rp; #ftvjR; rr 

tpT ^RTS^I; TTaP ftft # Rgf^; fft^ vjFRTggTftt ft WiR (#ft R## PflcTlft, 

qjl fftcUft Reft Rfflft, Rc3 #ft, 3RTf%rfft5RTf #ft, 3!!#) pfft-RR#!; ftcliqlftR, RRI#RI, 31#)^ 
MR'RRtp — fftRT, 3Rif?yf! !RR; SlfEftp RR ftRJf — P# j/^sflRI ‘ifricp ■gu| 3RTrft\5Rq, RcT: viftcR, 
ft#fftR ’RgRR #! #1# 3T5ft?i I Rft ft#vii ft ftft #(# rtIIr 3fR ft# %5!r , 

wnft gft, lift Rg ft !RqcT # RTRft, #1?^ qyt fftfl?! RMRlft # fftqq-Rtq # 3Tf?iq #R 3lftf^ 
t ^ RFpff I c#H 3ik RT^ TR fM) R# R! RfR fft^R 96 3fk fft!R^97 # ^3Wft # STJRcR 
ft #R I JRqcT R# cTR STgiTTR SlI^IRfft gRI gR ffti; Rift # tR^iq, ft#R ft RSft ft Rl^ 

qf##7 sTgRR -1# Rftqi. vjR cTR fft> SiqffPR sft^R# ftft ^RrHI R! qTgflTd ^T# R7 ftciT; sfR 
(vii) fcMuR ftft siqqfft eft Rj sfralir 3rj9ftR eft xtcp ^r eft ij anftqg, ;^{ -q? 3?ftf^ t fft> g? qRf^iBe 
1 ejft TR 11 ft fftR TR 3T57rR, BRlg ejft 3f?J^ gft SIRlf^l?! fftfllfeftf #%?!, 

Y^racTT fftftRg Rtq eft qof RR R#® Riq?! Rfti ^ sftRI qgjsf sfR 3TfftR BrRR ^ft gqft 

fftfftgRR RfElRfft ft) Rqft q? !RqeT R# #ft f I 

(2) g# Rtq, q^aTR R eft qftftjR eft fftlg 3IKRR 3ftqf^ # 3IRICT R# RT 3TI?R #,'# PgRR eft 

3f|qf^ eftt RT[ qf^PR ft STRICT R# eft fclft Snftgg TRoq 12 ft fftRT RTqm I 
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( 3 ) cF^r if ^STcT^ ^ ^ 'FRcfrq T<IR«I ^ ^Vft ^ clf^ 

f^, f^lWcTT 3fk cliaif^ STJcr;^ <?>t 3TlaTT Ti^. 3IHeif^?T ^ c#I f%TTT ^ THPrlT t ^ srgftFH 
RlfecPl^ gfxT?! I 

2 . driHn>l<I> Rfr«P»T : 

(1) efKtP>l95 R%n»r 31^^ 

(i) f^PPI 21 (?3) 3IS}FI aigwim 3lf^-Tff ^ WRT ^ 3ft^ Tislfslcl 3ircfR-?fFT5I Tli^rl^ 

(TfftfMr) ^ RM Cf^ ^ RTEFIcI €l M T? c^eif^ q^OT OTW ^ ylFT^i 1 

VMI 4 ^ISR f?rt%cT TfWTTf armR-Wq (Tif) 3T^qq, qeil-qf^lf^ 3?^fIFEl qil?IcCT?t 

C|^ ^jftfcT %qT qiFTRT sfk URFF sIRRI: W<7 qR% ^ T^EUrT fTI 7SIR T? cT8Tf&rcF 

q^eiR 3TRR ynx^f 1 iffraRi ^«(r (T«Rfr), qfiaRr wr q?I strir gr^ qgRn? 

f%1J ^ SigHlgR ^ ^!?RTR OTtfR gRT 3IjHtgR (^II VIII 3rjfTR 

TlfecT ^) ^ T^Iq5R f?F^n qiT '^RfnTI t, ST^RlgT qR^ qR^I 3TmT^ (m) q^aiR ^eiR 

(?it) tR 3IHRRI ^ 3ItTff BRRgrftcq T^lqq? Jp! t (^) sft^ ^ (^) qflaRI TSIcT (eft) 
5TI qepR qtt $ciyim afFr Tntt qfraiR T«r?ft q? ^fRRr weir q^ T^tq>R qR^ qq {^) 5^^ ?t (#) i 

(ii) qptt q^enq aRcfwt c^ rri ■^rgf^ si^ctr, y%aTR rTsii 6 'hi 3jt^ ijq sr^qR girtiR 

^gl^ait w ^qqtt q^ ^ ^qrf^Tj, qft q^Rnl^ q^aiR weir qtt ^ ^nn?! Ft i Tntt q^aiR 

^ffqtft fxlf^Rttq (ttt ^-RlRh'oiHl) W q1'qqiMH<T f^tfetWEP (eit W 

v3q^q^ ^), fv5t»tqi>! ^ Ejft qfiaiR E^ sFctw En \3q-3r^w f I j^qiPrqi qfieRit E^ fM ariEf);^ 
E?q '(jvjiq EfR^ qiot) M^VriIcIR qrlM REjERTretT qcH E^ 3) ^tt 1 Eff^ 451 ^ FIFE f%Eft 3REI 
HEttq^irat Eitt ^^cnxj qr ^gfci^n qrr^ ^ ^ xjwr (^qEft) w qm 1^) 3ik qfqEi>T eA qq^ qictt 
ftrflTE^ ^errait ejtt ESec^^q, wtetr ^ fetJEu wiett cttI^ ^Ejfi qEttERTTcn (art) 3 itEj/qj 

^[fctEiT Efif Htaif^ q^aRT ^ wtEtcT q^ qn^ e^ 3i j$iiqq 3Tf?rqqft Ejtt arjqfer qrqr qtt 

viiT Tic^ 1 Tntt Weft e}, Ejf^ q^aRi ^ ^ qEftqqTTRT /^gfclm (qqY* riiR tatt)/^fcRqait qji yEfFi 

Eitt qiR, qft 3 r%R ^Rqct q? q ?fr ^ wet (eft) qq q^arq arrw qR^ ^ qFc^ ff# REfrErarar 

(3tt)/'gfcrEn3ft EF) «n^ if qfrwr^t 3fpTRR qrfSrqqft qft ^ qmEEft i 

(iii) cTOTf&IEF q^aRT Elft 3trW EFR^ Eft q^ Tjj W^R ^ TRIHrI EFRqr qf^ 

SncRETEp Efr^ft EfRfiqqf qi^ if, 3tEqqq ^ fcR 3T^qtqR VgR qR^ qTett 3TRFR Tlf^lf^ qq 

SfjqfT EIR^ E^ qWET f^R3rl ERT tf srjflTqR qrfEtqqfr qft Eji^ qqq^ I 3nqR EfTfftfet 
3fk atjftiqq arfttqR^ ^ ^ f^Raei arjqtgq ^ firqT wefr ^t friRtt ^tt frtqfqq qi g^ffij qf^qffq qft 
IfHqiPqa q^r f^Rtt qqqETT. %qR ^ Weft e^, qr^ q^aRllfElqEj (fctqqt) EFft ?t^ efi^ Eqet^ qft EffiRef 
1%EIT EFFTI ^ En qtq qf^efq ft E^qqi q^aRt e^ ETqf eWi 3tW q5imPtq> q?^ ft 5nftet ?t/?t I 
^.TPft srqcFTqt E^ qt^ ff atfftqrEj qjq E;ft gEET 3TrqR Efrfftfct EFt Efttsf ft argfTTqq qtf^tqqfr qft Etjqqt ft 
vilKpft I -HetEia f U^imPlq) ctq> Eftwtq qf^qrfqf qft arjWiq arfEtqqft Efft 30 ffqf E^ EftER 

arisFqfriET EF§t qnqEft | 
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(2)yrift^ ^ V!TR<;ifJr<fl : 

(i) <Hi(a(^«»> ^ ni4)vji<») Tjorafn anvcii'HH aft? ’jwic|fir Pry5r“f OTif^ifi ^ n srg^epl 

^f> x3tR^ 1 ^!T% ^ ^ ww? ^ 3ft^ 

3it'?f?^ ^IKP 'MMoH. *16lPt^?llc1^, ’TRcT "Hy^K ST?f vST^t fcJiTJ ^ 'SrPT ^8Tf^Rf> 


arawfT l^-f^iM irffeyr afty ypf} HPxgJT^ iii^'it ^ ^ 

^ cnsrf^itp 'jfitj^, 3 TRP^ 1%'? 'Jfpj ^ B^ra>t c;'Wi^\^th'<“i (Rcr>( 4 ) f«tP^ viip? alR 

■?n«f ^ ^»n I Brm cnerRicP aicrmTj aik ^f^RRmf ^pt gplf^cr cpy^ 

^ Hutp JraicH Mc^frltjl «PI <;’Wi^vflc»>'{''i f^RII vilPpTT I 

(ii) Hiif|vji<^>r ^ 3i^rm ci5t ^ t % f^%T ^ ^ argl^ tt? crreif^ q^em q5t 3TiR«rf^-f^qt^ afpim 

qritmiT^ ^ ^ I 

(iii) ^ TPm ^ qg^ ^ gr^ aioRRf c^ it. f^Rtc^ sRfgrt atlqRr 

y>t y?T^ ang^nfJjgj ^ gg 3r»M ^ t, yy> iTRm qw ^ 3pg? yygg g??^ #ft i 

fyr wym Rqt€ if it gi^ ^ unit grt^g - ataRR nn yff^Rr f^gm. ytPrnf g>t gf^ Rntafmf^ ^ 
g4t, gyR) sfR afmRt ^ g5t aigfit, yfrR^ gftgRt g¥t yfrrfftjgiaif gn ^fRi (nRRiR 9), gf^ <p1| 
mn sraRR gft wt^ gr aftg^r ygm qy atnt g^i^gr^ g ^ ^ g>RTn I 

(iv) ciTwRtg) q^gnn ^ gl^M ttfect Rpfft anjfmRra ^f*fR ufcigjd ycHi g>t (vJaH cnsiRig> sggwi 


RgTT-Pt^ff ^ gsn qRnigi) ^ ^jert yrntuRP sro ^fflwcit ^ (i4 E^sy ftgyHt' tf> ■'flrR) gpjsiiqn 

ariittpRt git afR gramg if giiRid 3 r? 3pitqg> (^ g^ ^ utiRft (gRRiR xi ^) i 

(3) 3t*^* is Esw^giRtcg : 

anifggi, ERt«ng git ggraty afk ^str ^arRigi Rgyng f^-Rr^?if cfe 3f^;ytR yfgieR gpf^ e^ Rn; j/ff 

qRRiv VII if rt g^ g^ 'rn^ g^ ^ fcR '‘ft vJ^giEjt ^ (#t) I 3R^ggif sm iji# fEtiy gg^ 

gi^ ^igf i f^, gREp ^RTcR nfifRiaff git g^cii^uftE^d ept^ gft angsjggicn ^ i g^em if fiti# 
f^-ERg g5t gpftgRt Eft ^t?R, an^ggi ej? gRiRgg ep^ f!ti# ^ft qfcicijd err e^ ERi| g? gpft^w 


git ggtgr Rr%rfn ^yptrd irr git um? i f^ytt ^tt RfR affy ararniRR yfrr«Pd err e^ gR if apitgEp 24 
ET^ ^ EftcR yiEituTcP git RtM gRnr (gRit) afR err Eifer 1 ^ ^ 7 Epp} f^crrff ^t^ arraR-ws 
yrPtf^ git gRru (gRir) atcggg wgR git ygR git sJt 1 
( 4 ) ai^IRlf^ wrf^: 

(i) yT»tt gftetWf if, iRitg) aiEzpR-gyg RtsRge) R niR ejep rer ^ R ^ g^. atgHHiRici, fcri^ct w# 
ytR gRR 3T^%T t i an^ i ifra aiapR gR if iftfegi ^ c^ ygsr ^ Rar ^ft-yj^-w gg 
ygtg Ep^ ^ ajR^^ ER girf ^ RR if uit crgpttgit g ^ gag aiEzrgg c^ ITRT Rigtt uH-Rti 
vjggEpRt 'J'TctEEj EpygjEii 1 tjep 'at^MHiRrci ^nfgf^ gipt' gg yEftET epte^ f^gEj g?t Rfgfct fcifecT yw ^ 
ypET gRR I ^ ^q^-yy i gyai ft atgyntRR R^nfit gg4. gRff ft. atrgrr gfgfit inyt ai^fftfet ftif 
^ ctag ar^fgyg yif^tEpRt git Rgrt i arjqgiRici w# gyR^ if ^ ^tt qRgEtg g^r cgEj^gpfir 
R y?R, ^ yRgM git anRE-gg^ Rfil% gra ai^intf^ ftif afR arg^yg yif^tEpRt git yygct fEtnj 
ugyifi 
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(ii) ulBT cRg ^ ^ t (vre:!F'i:'®FvafJ ^cT'RX'^ m 

3farai Sll^ ^ ^>■^1^ ojsjeit F!:^'R!!rrT ^ ?!ii;?! FT). WBI ^ ^ ^'!<f>f4 

^ ffR? ^ tt^IkTT t ^ A yfrtf^ ^ ir,!^ g5t 

(i^jlp!#) ^ w yfl, ^V-fi fcF^ a» F^e>y ^ tR-t gg t) i 

3??4^T ^3TO5T !^®fc!7 wi ‘'^i 'Ftippi silcrf^ f^RT^/qii-1 ^ 3RT^41 - <% 

SIFT <^'<4 ^ ■s:Fg>t gyfWF ^'<r4> friib!? !-R4Jii 

^ 3FJRFTK-3J ^ i 

(iii) ^rezpR F^gafr ^ sFjgFil^lJp w# g'^ry^j; 'n ^Tst^ asRi^qJF Fpcff cjft uTf^^^j4l 

crm wzrEfA cTfg ^"gjprrt^FRTgFfi! tFr4 ff ■?'Tq %jFi v 4 w 1 1 

(5) 3imR ^ : 

(j) ajmr? Trftl% wi a? vjvRqrf^Ri I i4> qr^fi F%n fijxm mg 5^ 3ii%J}Jr4. cjaii ~p Kn\’ 

yftsRi FciRTR <3^ gAf^c^kR 3ik 3?g4kF i 3ire?R-^iiPifr(. 4 Am 'A 

AkA#ef fcTcnimg a> a gvsn qg q^aAR vmrr^oT t> l^x; fjh wmsK 'S 

^ (^3FTgA»icrai Bkt, WTR #ii3Tf cp cj^Tf4<P, f4k>‘fm. qf^A 3fh qir44’l 4ffircf> Aknai! 

<f> AkAT^), wm, cffARA ^krfM arJ #ft, ^?Rak m 

Mr, Am vTiM aTcAMHA) kfA, ^Ag, ?TWI41 3raAR}5 AT 31Acn 3rFrA4 cTtA <5f? 

adMAcT #? A? AFAkf M 4 AaTA A k I 3nAT^-ARA Arkk (a 1) At '»TfAA MfcRf AllfmT3Tf AT 
AAcnkfrAA AMt 3ik 3?A4t AAdArf^At AT t^TAS I 

(ii) arTAR-Mrf^ (k) At TjfM 3RRTc?t A^ AlltaRft At) fkcR AlAcitAA AR^tf ATigli; 1'«r?TA>* tcF' AARR 

(4) ATT gAkeikA kdt 1 gAftcikA- 31-^kt srt M 3TTAf?tcP aifAAA anRt fkr^ aft '?/at 

ATMRa fran TAAtATAi FIAT B^gcT A>t aTWfk 'skl-A^tiiTT oft?/AT 3AAAA Weft AA At A 
A^ RmIcI AA 3TIA|Ra Ft aMT I 

(iii) Ak STTAR-Afkrr, k4t AJtem AATAT^ A-i HAFT Pt>A AH 3 Th 4 SigAtAA R hRTAFAOI A>Tv?( % At HR) 

kr AR4 cd AAAAf Ait MTeti^slA yrmt FTAf Aik gk 3 tMaT 3flR RTIA gt AigHTHA <T>t k 

kRr?AA H>t 4 ai I 

(6) Aim aftro kUTA (Arm i) ; 

(i) FA AAA 4 STRTAAt A>f AgAm - Ai'^A (At'j ATt k>/lt apAHATATJA Ag 3fiH(?t k 3TiMA> TS^T 4 

RtfM g^aA 3ftA TTgAlAAT HA HAHTeiA HRAT 11 fkrA FAT A^^T ^ SIKlARt HA AT^kq HTO; 4? 

RifkdtA t alR vr% rtah AAmt^t kTA mgk) at Hif^HA hhaa ^fM'T a? fkiT r aaVt! i 

ATAFAA; vTckMtA fkTHAA! MiHm A ATIA kwftTAt, AAIBRA ^ fM, H>tRrH5T-fHHIHrT sthfit^Tt Ep] 
MtAT HA 3TRTAA kAT KflTcA t i AAA 1 kSTA 4 k SFcTHHit S'RT AcTTH HAH HT 3TlMTm?f. At HAmfS. 
HTt RarRTHT aftAA-ksTTA 4 HRr%cT FT 3fR fk# fHAAmgart ntt Rthta 4 Rnrerk hr4 h Ai-freA HR'-t 
Htt 3TTH?qH) 'gfclATH gRA gt I 

(ii) AAA 1 d 3IS2TAA 4 AATRtA HTA H"H* AT Rimt^ikcT AgH-mt Td MVaH 4 4 3iT?iA 4 fVtT ;- 
(HT) wkH5AH ATgA ATAT : HTdfiTrT ATgIcTT TfT 3r<TEirA>TT H! IcTH HTA Ht HTSTRiAT 3TUmAt HTTHSfAHiAT 3ik HtgA?* 




[^n—•gr>g3(i)]_ : arorgRPt •_ 7 

ofcri^^nait ^ ^ Rc?iiflrR 1%^ ^ TRi^ t; a>r araen^ 15R aiEtRpft 3FcnfcT tjgj^ Tirar 

afhf ^ ^ Rrai^ ^ flP^fefd 11 

fs) q>lHJ«htg>l$^l^cW (aftw nfcIciTt t^lIRt), 3?ajt5t , 3fN«I ^ Sra#^, f^cRWf. vJWrI'U ^ vJ?^u{h ^ 
cRSTT tr4T 11 ^rarf^r ajGjRH ^?nfta57»r f^^PRf ^i ^ afk 3115 ast tM *»raf 

RjMiiRji'f if afNf^f ^rfcT# a>f ara^im Rnj; fJl^i-H ^framr mh^ ^ 1 

(tt) M>iHf*t5i$^fi|cW (aftro ffN[T f^^): afR ajttRn ^ ^ ^ ^ aiwR tR 3 ?N?»%rt f^URT 

^ieisJt arsRH cTsir afWIf w 3 ihrh ^if^/aftw ajQRPf) T^rw 

^RTO^RcP ^IT C^q qi^ #inff if %<7 RT f I qf^T «(^qc(( #? WJpq WR OTtTT 

^ 'fi^Rici qpq 'H<i>d qf vlRiq^ ^ rm q^j afl^qf^qi f^wq tr^ ariqr^ qq yqVi qrar 
qrffq#T qR^ ^ feR RT afR RRI (q«qm«l RN^) qft qR aiHRPff if ai^HfW 
RRqri 

(q) ;^fqq q^Rcn qq HrPRP WT : ^(^cll qt weq BqqRRW cHq ^ ^wqq qq®( 1 if qqj 
f^cftqqj vJi^'^5fq c^ ?fR q^j, qq I mRqqqi ^ aieqqq qR ^ qq»ff if Rl^ f, l?Kg 
Rq 5R R#R5 qrRT if ^ ^fiRfqt ^ ^fql& qRfif q5f cfg aR^f if affqRf Rf^RMT ^qqffT ^ qnft 

RT Rc^ qt if qqyqq ^ R^ 11 
(7) RwnRR? q'ftqm (qRq 2 ) 

(i) qRq 2 q^eWf qq ItwfiRi Rt^^q aisqqq 3«}fq ^jfPtq! if 1%^'Wltfe Rqq#f qi t3qq^ ^ 

ftf># afklif q>t qqmcMRrii RT fjeqfqrq qRqi afk RlR ft aftqfe ^ R?^ rrir? aiRTRIcftq q> ■»ftR 
ipqqf afr? RlRiiqf qq q?q crqpq 1 1 RRq 2 ^ aiajqqf if f^^ Rq ^ #irqf qf rij^ W 
RT^ f I fvFRq 'gRq aiiftRc^ #f% qpT^ ^ gTR f^ qq? fblR^ Rqqq R^ Rfifcgq Rq 
RRRffq RqReRT^^I?qaieqq5ff q)reqTq^qi%Rf^RRqT| fRqR>T qqqq) q??^R6q 
qRq 3 q^aWf qf qrai. (aft) #? qsqrqsq f%qqf qq ajqqiRit q^qr 1 1 rrjt 2 if qqfq q5f rt^ 

qf^ qraraff WR: FiRn q^, qRq 1 if wfrq q5f Rlif qicff R^fETR qfqiaff ^ Rq q^ ^ 

(ii) RRq 2 aqqqqf ^ art^feq Rc^^q - RRT 2 qi qR»I 3 if RFf 3Rqq^ ^ fcRT RRlfiR aiKfqq 
afq: fiffaft, qqqiRcqR qwiaq f5fq^ ^qif RW-Rm qR% qi^ f^rf^nRI ^ ^ aft? RSq RqR^Riaft 
CaqTFRqi^, q?qq qrq?R-q«ft? #T) qq ^cqtq>q ftf ^ R^ I fq R^ftRlft qft ’J^ftiff (^T^qojt, aftqi^ 
eft Rq-Rjj^ q5t Rfq qqr qffcFft if arftq> 3RT: %3ft qft RTfilci R^ RR %qr RI Rcftqi I 

(iii) qR anftqq aftqq ^ qg-R^ RIRf^lR fftqqR vft qPT eft elk q7 RTRf^ q^telR Rcqft ^ feR t, ?fr 
Rqqf aft? ^fftqf qft TRRT ^ RTR-RIR FR qqq? eft qft«qt qq RTRT ifT^ Rfft qq ^flf^ RjRiqq 

qft Riqqr 1 

(a) RqRRTcqR qfteRT (qRq 3) 

(i) RRq 3 eft areqqqf qq qjqfftR R^Rq ^ RTRiRcRR ^ (ft!) qq qR?jq qr qft^ gfe rrr 11 
RRq 3 ft afEqriq, RRq 2 ft Rfftq fftq? qxj RftftR RTgq qft gfe qft arfftf^q R?ft ^ fftp? aftq^ an^fftcT 
Rqqqfq ft rri hrirr! RqRRR ft Rqqtq fftq» Rift ^ft fftitj aft? qqiqqq^ 11 ?q aisiqftf 
qq afRiq, fftwi ^ arjftiqq ftg qqkr aqqi? qqd<q R?rqi 11 q?R 3 eft aitqqftf ft qrar-HRfl^i 
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sfm Oirar, w <i5t aik ?naif^ t[ cqiq^F ^ 

wfpr, ^ arawart ^ ^ 5 ;# alWfe (?rf) ^ ^^iFjpi % aN^ ^«i 

afk wicittjrRcii ^ ^ afN '»ft ^mrit 1 

(ii) aft^ cf^t ^ aicrjlRilf rra? cpr 3imq t. ^ T^am, ^ ^ 

aftwt cPT ^TcR t, ^Kwirim tiT’f 3 A aftql^ ?Pt m aig>f^<i t , Trafrr 

W*! 3 ^ RTW fcimi ^ i ^iRt'l 3 Sr WjVt ^ 5;> 

^KPT ^ atmq^ ^ tJR cpT^ ^ ;jTn?/t | (f!|f%cT) 1 

(iii) 'RNci ^ «iTf7 ^ ajW^ ^ 3g»Ti^ xR^f 3 apTRR ttctr* ^3Tr% amRTRRfFT ^ t, ^fr 

Rreif^Rp ^ 5^Hf^ f%Tj t {^ MItxi RTTW^ Tt cf5t Tf^ ^ anj^iR ^ 

<fi wiPt tir?^ Tf, »irR^Pi ^ si'irT'j-fRriT ail'f ^air <1 <3 cti? ^ 

^ I cR^ T? 3 aiEiRn mA apj^rn aili^iFR^ aMfVifcl^i ?ir 3ftfRi%qT 

aiHTfpT ^ g57^ aRwT wiRff -aR-'I f$5\’ wi '!#ni t Rj ^ 

RXJ 3IRP^, ^ 3fRF# A ^21 IP^SIrq ^ f | 

(iv) Rf^ an^RR afW?! ^ HrarRiRj fiP^rn htr ^ iRrarRsjF r^isw Rcn-I A t. u> 

wpff afR ^1 Rir< cA cTOT 5^ RR>R A q%Wt R^t RRR ^ RfF^ Ril afIRicq WFlRR A ^P-f 
aigwH Ri1?I^i^ v?mpn I 

(9) R^tePR (WT 4) :- 


ftcpH R?RRi R^tepR ^ aiapTR f (RmRtcT f¥i^it ^ PTr) vft aflRiTi A ar^Vq-T ^ r?rt?i Rnt'l f aft^ 
ai^Rifer ^gRR#i (^) ^ ^tirRRt fI^ # i w tf^am alhsi ^ Rif%ff atk nra rfPiiri 

A T^-RR9pI ^ R^ TTRj .ftvqr ampTl I ^ R^SI^if r! wi aflRfir RR 3 T^RiRR ^ PRR, Ft t a?r‘?3q?F 

R RRSn w f^ afhni rrjjTm cfI atK^taq rri^ i) f$nj, arjviTRR Rif^Rjkt ?Ra?i ar^en R5'^ § ■ q 

f^lft WR Cfi ^ SIP^Tf, FRRR f^RlRpq ^5T!rte vj^TR t^Rf i R 7 R 4 ^ A 3 r-Tf 4 i! aitMkm 

aftqR-aftw 3RT: f^Rrr(Ki), qy aiwr-i an? ar3-*it!^ 5TfilR?!'i (ki) at ;}?-4tR aRtR <k ?ppIr 

pcTR cST^t aiPiQid fctRj qfiam ^t f. RRifRun'4, »;{Fg-a?/ai?R??Fff-;^tt'iq*s, RiiRRi^-F ?irqa> at 


aiwpiR, 3 itR I 

3. # aiURR 

rI^ aft^R c^ efral^ ^ aft? FR-qt aryiikn-f wjiq '4e4 -if>, ^''qi^iPiR' Ft, lit q'«!l <i-ki?t qigPitaiX 
WRRT Rl%enait, ^ ^tf^Pit, t^at aiRai ar-i •ini wrfkat A fR'an? R{4vif aft? it't ^tpi-rtr Raiy 
afk fctfW f^%c?Hi aptarr #, A ?taR aftw A ^rrIr ^ ?tr4r 4 unRR/kt wigir ok i afiRtr vjfrr 

A ^ RRI R>t4 RTRt, aft F?1 ?( tygk <ot RRt -fi apftR fatl> ■si\> 3tfa>Ft M? 

aTTRTRiT R arjg^ r?! ^ rr aytSiR ?#??? artRRq'f RRf fViT i (qktkfir 1 rr, b. 3 ^lii) i 

(l) Irt^lRlI^rtti ^ f^lf^KW) 

RTR 3 ct%oTRt RflOTt A atRnhr (aft? amtaiRi Rt [4 ‘r,^ ?> rrji 2 R^anql ^i) rrR^it'iR wn ’i ■ftf’Pii 


4 


fl 


y* 


X 
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^ vmw- ^ 

(^) 1«RT ^Tn' ^ ^ciivjl ^ STITR 'd'H«P cfSFT ^ ^ ^ 

^) vjH'Hy<{|i) cItT 5cIM viTHT t, WfT ^ ^ ^ ^ Wm ’TR^ 

^IT 

(n^) ^ ITHN'II ^ RRi'c chK^i ^ ^ cfFTt ^ 'HIHMcl: 'TI^ vjlpft ^?IP? STf^Wt, 

tir 

(g) vJT«f ^ afH^i ^ ^ ^ gel'll ^ ^ irnrr ft<ai4 ^iT^ ufetfflT^ ^ gem 

cox'll ^ I 3?!^ ITHIqctJiRcii c^ ^) I 

(2) ^ra^f^ft»r«HI 

(i) ^ afN^ fcjgjTO cbi4fhH ^ cpt wtr, vJMMK 

Cl>f v3TT 41^fnfl c^TlcFR, ^an '^T«Rff IcTcIR aft^ vJMc^IXI ^ ITHTcl^ll^dl eTSTT ^>3!IT 

eb^<ii I (ch'ffi afhrf^ ^ ^ MqVl f<J5TJ \Jn% ^ JR^TRIT •jc^lch'l \J^^<irn 

3Rg cpf i[ ft|>qT vJfPJRT I 31^ dl«Tp>|cp 14cbm ^ cflcT aiSRpft ^ ^ ?jt 

«r^ ajft^ fti^sit ^ B^tar^ epr fcixxiix ^ 5 ^ ^ ^fteiof ^trwi ^jx-ii hw: xj'w^aw 

#IT1 

(ii) ^ M wm: ^IT 3PP?l ^ ^ yBlf^cT ^ira-Rlf^hmi ^ t. efT 

cTaTT WT^ffc^m Sflcp;^ 4> f^RTR cHat^Tcb qflai^ 3ric|>% '?<f 

^ xjfdci fclitj ^ ><<11*11(4<b ^ ^ c|<4xcr»l ^ Ft^, ^ cTcP qc<x<i>'( ^ ^ SH^W '^■Wli 

3R2TIRt <1iw 'dMq'i*ri ^<PtT TJTRT ^ ^ ^ vJ’^ aigM^cM caeixl ^ ^ '^idi d'l''? I 
(Hi) Tjf^ ^ 3ihi^ cPT iratB, 3fk w ■#rqt, ^ ^pft^ ^ g^r ^ 

^ ^ WETR 14?^? 30% Ept 3TRR t. fcRT gefBFT Eb)^ (4_^«M 

’T ^ sisrar ^4tfteT f4Eb?q #, efr ena#Rf) qfteMf ^ arTW ^ira ^<4 
f^RJT vjiii^*ii 3fl7 vj^ FR 3n4^ ^xan ariep# ^ #Tif4cT hp# ^ cii(47<b ^ I45 ?f 

vmTBT IFB m(^(ci 4( ^f 31# ^ wr ?t #. artep# ^ amm e 4 ^f aftf^req 3m!# r 

(iv) iif^ ^ afNif ^r «tra-fii(4>r<ii '4(4414 \3 m41*i cjr4 c| 4 aiBcn t efr jrra-f4(45r«i ■?i44t 3Te<RR 

3nTf^ I TRIcPN t, 5 ^ 31«RI# E# C|q'<cb1 4 (eTOTp>iqj) f4Epm # f4l4R 4 

ZfT M^-qiq pPNI^ ^ W I ^jTFT ^ «|T^—R|(cf>r<l! 

3TT^ ^ ^ ^ ^r WTtn ^ ^ f^titTH TT^ ^ ^ 

^OTRPtT eJM—fqf^rtll ^ 3?1^ 3rt^)^ ^ ^Wt 1 

(v) eHcT—r^fR>oHi ^ Pinf^Rsla ?t^:— 

(^) cTrerf^ 

(?i) cRT^ci^ifi^'qij wr 

■^T«i^ pel’ll, sfhf 

(^) wft 3?!^ ^ ^ ^ efra—fr|fc|7rMI f^FT^ ^ viH^lVl f^ ^ 


216 Gl/OS-2 
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Tirar ^ aiKrrpf wicT-f^f^^ 

MtdTHJicjiq ii t 3iapFT ^ tn%; I 

(vi) ilf^ ^ 3flq[tt s(icH—fc)(^c\il ^ felt; ^Jcp vdMdKlc'H'F ?Tt sfiNtf fcTclOT 

T[ 3lEqTT^ HR«T 1^ 3[N?J 31^51^ ^ ;fnsi ^TTjnt I 

(vii) «rT^-fxlf^o{HI fcT^ra f^RsId ar^JETlf^ Wl 1 % ^RFT ^ WI ^ 3TFR?f t sfr? 

^ ^eT%cf> aiHTJFif ^ 3N^ Tn?n-f^tciT/f?i1?Ff5 

ari^mra^ tR f^ ^ f i fcifecT 315 ^ 11 ^ Tncn-ftm/lcfl^ig? ^ rto g?t 

'JTFT’ft I cTSirf^, TPft <NlcH—R(R?Ril '>IPfr?T?t c?>I ■^ITO ^ fuRTcpt cf ^FR?I \JTt aiSZITpT 
efl^ TJZTR^cr tj4 ^ ^ fctrilT UTT^ I ^ gqycm R(fchrF!l 'HETT^^ ^ 3Tt2PF[ 

•ir dHFFH ^ 3rfcrf^ STJJ# ^ 1 SIcRRcf^i ^?JT ^apPcT: ^ll^cpIcSlcT 

Olfeci 5R5T ^R srf^fPTcT ^ ^ ?^aR 3fR ?TT%3 ?Pff I 31KraTT ^ ^ 

qiM-H ct^ cl?t T|nflc;R c|7f §Tt>| cf5T 3TT^ Rhi(l uTT'TTT fildA '’t^ ^ u?ldd ^ 

gi^ ^ 'clTlRI<^ch 3IHTIR M ft Wn*il f 1 uTd^ 3R^c}5 aft? 

WaRF ^ WT ^T 3TE2RRT ^-M^FrTT ^ ^ ^ ^ 3RrR4 ^ ^ 

vj^ cFc^uj V?ft1^ trg I ^t, 3I£ZRFT WT ^ ^ 3151 # ^ 

Q<3<f/(c1(5|<F ■^RSTcF c|^ Mill'd I 

(vtii) «llc1—vH'l ^ f^<s' T^J RTerf^FF TfftaWf ^ lc(^', ^^Rcilchd 3TRIR ^ ^ TKRlI 

^ %qT uTFnT ^-[^fchR-n, STRrR-^lTBl, cTTfilf^ sfR ^ ^ 

3Rt5r WT^l 

(3) aierar 'W^cti ^rf^eiiq: 

(i) ■»T’^cR¥t 3?SigT 'RRJt^I Hfl?TT3Tf cFt RTaif^ T^taRlt ^f cP^t 'Hf^^f^d viTiqn ^ 

3jft^ ^T>kc?t/'WRr<ji m ^ ^ f^sif strt grqpr fcFq ^ 3TT?if?FT ^ 3f[^ 

^ 3?STcIT ^ Tf ciTF^t Pt%RT3T[ ^ ^(jf^ 3 TTcf4 ^ 11 

(ii) TpitcReiT ^ 'iT^Vi cfR^r ^ 3fmf?m ^ 3fN1?jTit c^ TT^ftcrmr, ifOT 3jk ^rEcit t? 

OTgqfT 3icrtit ^ ^fRr 1 ?m) srjcRft, otcrI 3Tffe?r ^ i ^ rt’t pidg ^ ^i 
3ffim cFT BRRjfri 3 j^ 5 ^ B^TWI ^ ^ XJTTffft 3[k sfr^ ^ ^ ^t, 'Hf?lwjcllofl f^ 7711 
3jt<^-1cr5iPT wTcff f^sit c}^ ppfr^ f?Rm i 

4. RIm''H tregi^ f^Rrqrff : 

(i) ^cqjcf cf^ aTg*Ttf^d C^ WEfRT «IR ttv i-'P,; f?IWT icfRU d! 

RTaTf-clTR ^xSTI ^ffTdT ^ PpftcR or,rR j .>.T::rc7T; Prr.-;|-.;|.j 7 jFT 3511 ^]?an 

3mcPT (^t qrr 7J_ 3TR) IR^cT : 

(cF) >iiyf^d TPfr STRIPT^F ^ TJEIdl g?t 1 

(^) '?pft v3W^ ^ 3l|cf)>sl ^ 'dH'tf I 

(’t) RRih ^ WTvfTR htI^ff^ c}?t 3fk ^an ^ f^Rfl ^^^fr g5T 
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(ei) ^ y^IlM ^ aTT??fcPT ^ Vjwm 'q^ini ^ «i<;ciiq ^ ^3^11 

(ii) ^ afw^ ^ ^ W ^ TTO'T alk f^f5rf¥^ ^ ^ ^ cWlT ^ ^ 

31lq|t|<i) RM^<i SfiiPld vjiiv{* 1 1 ^{<p ^ 3iiqfelq> '{j'cWI 3|yc*i Rm'Ic! ^ 

RPl”1 fc||«lqX vjqqsfj'if ^JT g8?«p—vJPHRSH ^ ^ 3<iq><^ aTePT v»tlV'1 I 

(iii) Hi'Hf^iqj ciiwPitb 3ff7 %—.ciiwPiqj 3?ra>^ <ftqd fWf€ ^ arai^ (aimici aticp^) ^ 

viiftH I aii^<«t> g>r aftw ^ ^ Msj-qw, ^ 

‘ >.! 

T5; ^ 3l|q|?lq) ajMc*! Rqlci M'tga 'Jiivj'l I aw^^mq 3P1^ ^ ^ 

arrail^aras^f^qt€ingwfcf>^ I ar^inq^yifSpfqft \JR^gn«2i ti> 

^ ^5^ aira^w 'HHSidi t, tit a?ra1?l^ aii{ije^ Rqt€ «fJt jRgtT ci5t ^ 

araf^Tf^qj^ I ai^giim infeg>T<t git araiir ^ ^ # arafir ^ arl^ 

^ 30 q><^’«'i ftq'tti ^ 'tttR H«jn «b'<’ii a)P|qi4 ^PTTI tTenf^, aiqrqiRm Hittqjyi 
nfrl&xJiajt eiT^ ^l^tt HlMcit tpt, aii4qq> 5T7T vjnqqjr^t ^ JfRT ^ 15 4> ^ttcR 

aIjsiiMq yif^tcpift ^ ^tiRT 3)Pt*ii411 ^ f^WT ^ arjHt^H ifr?r ^ ^ 4» wiq aii^tj* 
tTM ^ aJHtl 4> IcIm"n ^ ^ Weft tit Mq>K ^ ariep^ ^ wPtti airsiR ^ 
gsTpq fuRR>t araf^ ^aN^t ^ t^wr ifm ^ an^ ^ I 
(iy) IJqql cfit viilNl 4) RRl«C 'Rt? ^ iitl^q ^1T qt1l4 aitqqi'i ?)I l^qy”! atiqRlq) 

^yan apjCT l^tfi^ ^ff^ >mwi 

(v) f4>'{Tl arralSfqj ^yair apRPT Rqlti qif Rp=q Tra>R ^qiy ftp^ir anqi tiil^ti — 

^) ^ aphi ^ : 

vdOHiq ^ atiqRitp a)k(c*i RMi<i, aii4qq> ^ Riit4 ^ siiPtd aral?t, allql^ c|5t >{41 
^ tTi%i, ^ afh# c^ f^wi J|jt tnfR3 afR Rqt€ ^ ^ tiRRs ^ vic^<si 
(or) Vf'Wiqqi, 

(q) qttRPT ^qq> qivjiK yi^fcpyui jnRerf^, 

(et) ^sn ^prWt ^ 1^ ^i>t Tnfr ara^ qjpNnf^t 
(®) ■?T^ ^gyeiT qRqtiH, 

(^) Wlqqjfdti yt4t \3^R, 

(^) cqf«h*m HHdi ^fttem'i qq y’<-^citq>yw|_ 

(til) arezppf, 

(f) aFfi vinHchiR4t 

(^) 'M»m '^^fSTT *j<rqiqil. 

{t) Rnsqy4, 

(s) qRRi^e - -Rrai, ^Rvjt %ih tiaq ar^ ^p«rf^ wnft 
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8. aEZm : ^ ^ ^fFIPRIT SIORRI 

(i) SRTS ^ ^ afh? 'goejqR^a ^ ara^ilftcT sfhtSpff ^ f^, vii?r 

^ '^RcW* 'HW ul«l—'M' iHoi ^ STOPH tiHiv vfliv;^'! I ^ 3?Eq?FI 3ltw ^ 

^ ^iHR ^ ^ 31^ v5n^ I ^araf^eicT araffiqor ^^ ^rafilcT 3ira>^ ^ srtBiT 

^ fen? ^ ^ 'H<^‘fl vjft 3iqs!l'lq‘'l ^ fen? ftjXj ^ 3ieiiql 

irolvjRf ^ ^1 

(ii) ^ % afWf^r ^ # R?«IRI, 3>cJ!ifmu| TR i#oPT ^ TPM ^ <ie<jraJH 1^ vSnjnT I ^ ^ ^ eft ^ 
qiofl #41 b'l'tt *)l'5)l PfMfx<J| HFi^ 4 f^ciqH (^el^ 'Hq4l) 3tfct|q4l’ e^ 3ll4><^ 41 H'tga f^ 'Jll'?4 I 

(iii) ^ 'HI# RciqH 3jf^ v^b—'a4ci*icii 3iicp*^'l 4 3lPlqi4ci-‘ 'iii*iq>i{l 

WTET gRif vjnrpff. f«f#^ siRtjnn ^tciciT % f^wi %g ^ 1^ ^ (#f) 4 

^-^iHRdi t ararai ^ ^ ^ 4f# dsir ^irar f^ieikR ^ 

WrPlW ^ ^ I (MRI5l*ci I, 8.1, 82 3fr? 8.3 I 

(iv) #41 trIq--'3qRajcfr afk aiezm, ^-^IcracTT afk H«Il'Tdl 31tq^^^f ^ 

f^?iif4^ # 3iffiR ^ #Rn? #n?41 

:— 1# 3 )j'q^ 414 ^ciT^ 3ii<t>^ 3i4sn3ft %. aflRf^ (J 4 ## 122 - #o ^ #sfT-HR*iiRo) 4 > 
^ 4 f^afl R4 arj*# ^ ##^4 1 !T«m otcit, ^;#3t sfR #w#?*R) sfIRirq rr ^ic#Tct>d ^ 

'jii'icbi'JI vjMd^ ^l4 «i4 3ii?ii ^ I afrufiftif sfl? (4^ ^ w^fcl si^'hw, si^sihh 5fTf435i41 ski 

3)RiR<td vjiM<t)r^l ^ ^ r 4 ^ ■'«4>4l 1 afWtl ^ 3f[^<jd ^ 4 iR^d f^ ^ arra?^ afk q'wi^'ji! 

r 4 Mi*iiRi«p.dl r 4 ail^q* uHlPia <i>^^li I 4^ 3rN>4 ^ 4^ q'wi^'jiT 34 ^3#—3^ #4gi#?^ 34 

rt| 3n411 ?fl 3i^m riRtrji^ ^ rt# f4R4 41 ,3 it3>4 ^ 41 3#it4^ ^ 3r 41^ 3>r 

3ll4<ipR >§?&# ^PTII 


4f4f4ne 1 

4#r 4 f4R«R ^ f^ #1? aftRsilf ^ cii«iRi3> R4teRr/3irai?r/f4f4*ffnr ^ f^ aii4?# r^ 

^ # 1 # JR^cT f^if '*n4 Ri^ 3n"<j>'^: 

1. W^dlTdl 

aflR# ^ #61 kf f433#R dSJT f¥4>r4l3 441, ?lg #3l4cr t 

2. ##TORnp aflR 4w 

2.1 #f45^ 'HMe34 ^ 3 t4 4 

aflR# (RvjllRlRd #IR, '{'dlRpTch RR RIR, 33^. TpT. ^.) 34? 

2.2 41f^ 3Ti3>4 

35. '('HIRpiqj HIH aft? 'H'C'R'il 

33^^35 g^ 






[^n—^r»g3(i)] 




u 



3iraP*RP^ 

'5"I 

t^clTRJT, 

3ii<ni*i 


<fM«R®r RlBKf# 
2J ari^ 


*flfora> 

1?*T. 3JR 'rt«lgl 
311^. 3rR. 

Z4 ^ TjHmup ^ t- 


*IS‘<IH 

argW^tif^ / uRmun 


25 1^l^*iHraR®r 


R«f^«i"i 4^(ci 
ai^fe STjHH 

/ 3w argl^ ^ 4t sni© ^ 3 ir^ ^ 

26 l^ei^ arezTH ^ ^ 

3lf%tT 1^1^ 

^iq» cBHOl—TT^ 

WHift ^'iHI 5icr ijfte 

27 't|?!l<Ji'{“i ^raMt ari*'^: 

TirarftEihnr^^g^ 

'h41'Sih 

UCfR l^Pl*l1'*l 

'q^^4>'{''i ^ aifj^ ((^'(i<^ aRpfcf 3iO>i|ic^q> 'Htic<r> ^ t) 

SRT. M(?I>41 IJuWtII I^4i!|«I 
3rt%*i ^<qi?f 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II —Sec. 3(i)1 


3. 


4. 


5 . 


arg'TR ^TTclcir STEERH 


SRS (4l'''s[) W ^TTST gciHlc^<P 

t^ePET 




xj4> 'M*(Hai 

4t if«f 

aET^ aiBqTET 

HwiiRa siivjiR ^ anft^ ^ Renm 

Miqj^ tciHq?PT 

vjpr 3(T^5H ciPaRi^ q^IaWi ^ ^ ciriRru r^Iot ?i>t ai?rf^ # aRRfi^ %-'Wi(Jrc| 

^ (ant ^ 'jn^ Rin, aftw ^ mrstr ?isn aireif^m 

^RfSfcI Rmm 2.1, 2.3, 2.6, 2.7 ^ ^TllitcT a^^l1gtcT fttt I 

R^ 3flRSI-%IFT ^<gcT RnRRR^t ^ 1^ rRRE5 4 

3.1 ^ 

3.2 «1R^ ^JREj 

3.3 -HRiwj ^Rv^In l^nni 

3.4 aigncff ?ian tj?R) ^Irri %ift arezRR 

3.5 ^iRvSr - •*TfclR>t: ^RI^RR, 1^(R®r, ’RRIWI, vJoH^H 
R^ fH-f^HET : (f^^ NitFRjRt ^ rRReC 3 

4.1 'HHIWJ R5^ 

4.2 (t>*i«l« R'llTPdi 3IEZRH 

4.3 ^ JTjFH—OTcTI 3IEZEH 

4.4 ♦iml H'Ji'id aflV I^RjRncRRj R'limcii aisznET 

4.5 WpflTl f^Rltfrcn 

4.6 JJdvflPiRicil / arfcW^RR^ftcrar 

4.7 vjillci f^RRPclT 

4.8 *l4HWlPlRr^ 

nm / eiiaRi45 afrw - %!H («Rnr i) ; 

5.1 ^ 

5.2 ^iRvftn JPnR 






[Mmn—^sps3(i)] 
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5.3 'HHM JI*1W 

5.4 ^vi^l 

5.5 a^lTO — / aflW <i>i4<ppiim W\ *11411 

6. ftf^c{¥lij 3P^qT«*ra) 2) 

6.1 ^ 

62 siezjth (l^ifl^ ^ f% Tiftflne 2 ^ ^ 11 

7. «H|X|KH*iq> ^f5c<l>IX<P H'<l«’'l (x|X«l 3 ) 

7.1 ^ 

72 3fl7 3 i*c|'I<p 1 ^ «I1I^ tll^a ftPloc SIHJZPT Rh|5 

8. f^aiCzrasT: 

8.1 'HKl'Jfl 
82 ^ 

82 31^ 3(«>q<ii <3 <;i6'(«ii 4 Mixi(^P>e{ii, Pll4>«ii, <I*{<|41 ^ ^ ifeeii'/ 

9. ^ ^5R : 

9.1 ^ iJisf 117 afhw :— 

RmuH I^TIT wTRH % 
aij*j1ftd 3>t vJii^ t 

’T. an^. ipT. #. ^ aij'HK aij^^lRci ^ t 
#11, ^rtlcl. ^ ^ 1^ I 

9.2 ^ v515f ^ *iiviiix PMuii 1%^ '*Rir ^ 'a^tiVi ^ HfcPTO, 7lf«t ^ I 

9.3 g*!?! f^a>l TRFT ^ aRRl 1^?#r>l ^ JRFl ^1®!! 'dM^ 

10. PPn '{^411 

10.1 HWifilo ^ f^IBcl 'J^’tlll 
102 #d1 urai ^ inwT 

11. ^1^ afk ^ifteRi ^raraR 

11.1 ^jfteRT^wraR / ♦i4iTiii>lf, ^ iRiT f^ife41 ^1^ ^ ajtw tRisf ^ aif^ 

vjciii; ^ ^ 1 ^ (so ciKiPi<p iirara# ^ aisrai aijsiim Hil?l«t>i^l srt f^f^ #®fr 'w ^ eft 
srlil^ cnaPi^’trai) 

fStORT 

(1) ^ ^ wm alhiEff ^ f#j RPj; ^ ^ 11 ^q^RRR ^ ^ ^ ^ 

(2) 5^ STj'ii^t W RTSlPl* ^l%Rtt ^ ^ ^ ^TRT 5R^ viH^ ^ 31 ## 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[PartII —Sfic. 3(i)1 


^ ❖ fcT? ^ ^ aihriSr ^ cnwft w 'irtten»r /smm ^ ^ 

fcRj 3irt<5t ^ ^ ^nw iR55r «iT^ ^ 

1 . 

aftw ^ 'tiI5i'<i q^In Ivji'm 4> aprEfci ^ ancir ^ ^ 

2. V'HRiPi* afk ^isr^ 

2.1. *11*1, •1PT ^ 'M<sill, ^ ^ HlI^<?>HI ?IT vjiifcl'in 'fixxiHi, *jlfcic|?)—'('tiwR<p ^JOT 

22 <g<ra5 w ^ v3^ia>r #eis^ 

2.3 vjftW f^cl'iur 

2.4 '«Q><4 ^ Me^ll vjflNl R?^'l‘'l a>t M^jfrl 

2.5 a>t I^PImIuI ^ 

2.6 I^BRcIT alra>^ 

3. f^WT ^JERT 

3.1 HWil^a ^OJvji §'i'ti<i/'«q4'iic*i<?> 

3.2 <^«icl cfJuiH ^ ^ 

4. 3Tg§lFR—^ 1^ "nTJ 3rE2RH 

4.1 §5' ^ vJll^ flic?! ♦II'SII ^ fcPf vrlq vJHd^qai/■^PTRcFT 3ft^ ge 1 *llt*lcj> f^onFf 'M‘<l'^ 31HFFT 

4.2 'Rfr ^ ^ vSn^ §vjl<pfH ^ Hl^ZR ^ ^ ^ l<l®ll<rcidl 

aiHFFT 


2 

3IHIZR ^ 'HVd'n, ajh mWT 

1 . ^ 

^ ^ ^ SRPfcT SIHRR WEJH gjts, WET ^tit ^ l^chlfl rR^, 

3THRFT ’R R^tePT (^vHI^^T ^ •hISRI f^gw, ^ TjgfSf ^ ^ RRI^T^ ajk 3?i^ Iclf^ CISIT 
Ml4lvj|cJ>f a^k ^ ^ ^1# ^Reiiaif ^ ^ 'ij.ddUl S^llf^ld ^ I 

2. aiEZRET (l % 2 ^ : WEfR l^gJRT ^ ^ WW<\ ^ cRj ^ ^TRRT tR ^ilTW I 

Z15 ^ 3FZPFT % RRT ^ ^ H't^cT I 

3. '*1l'<cl ^ ^'tv^lq xaciioi.^ dltelf^l<T> 'jfNf '{1*«l'^ R?ll Pl^i^il ^ y'|g“ll—<i>^q aftW ■MNcp Pl4id‘'l 

'HMO'l, 'Ml't'fll *i-3tl<?1^, *IKcr ^RgjR SRT viH^ 1^5XJ ^ f^?IT—I 

4. ^ gR'*ngiait g>t 


>*•1 


flfWWWW«»'fw I jiii i Iif f iif V *'! •ITI'li'WrTf'' r"f">irifT? 1 i"'W 1 ltT"W' 


(ittiMI II "IMW 






[^n—^r»g 3.0)1 
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S..'.’.- ;-■ 

6. auraR «Pi(ci 

'»TPT ^ #iT ^ % BR ft ^ ^ f^i ^w iair i aw^ 

SRpttcT ^ «|3 |«ih ^ [R^ »lFr 41(^1 WT? «t>l*lNi|ldl[ ^ ^ 

fcri^<ft ^gw ^i^qii<pfti P l 4 a “i 3!f»iOT 

SM vJTi^ RPBif^ Usnajt ftjpiT—^ ar^^R if.^. ari^^jpnaff aft^ ’ir? ^ 

ajg^wR aigflsjFT ^if^ 5RI \jn^l ^*lfcR> g>r ’rar 

ti 

. • " ' ■ ^ > ■ 

7. 3TQJ^FT <<ci • i 

aiHUR ^ IRII'Hl^* W ^ (ap^. WcT-^^^ Hl4l5!«p/^w'rt^«^ aifii?I.' 

^>?fR jraRrarew anf^) i ' \ 

8; n-wiani 

aftfllRi flfgM ^ 1^ 

%. ai^TtR qjT ?WJ|: 

Tf^ aicqzR ^ aft? ym fist? tm^ 3flRi yi*?)^ ?mr ^IW oBsff ^ ^j 

10. ap^«[ tflupy: 

^ ?at ^ alfrfcT y^twR f ^ i ^»i. f^-'yiR yy ypiy^. wen? yfiwi?. i5n5^/^i®3*n?fisfy 
yfit yjtf 3ig*RT/yf^ ?igyi^ wen?, ^wif^ci y*ny^-«Fmr afi? nneRS. affys^ y>t 
yy l^?qm Rdi^ yi^ ?isit hm f? ati4>^) ^ ?iteny>ty yjBfiWf w 

y^y i^PTTi 

11. y^ten»r#ify: 

f ‘,'V-\ 

aieyim ypT ^ yi^ ?rtt f^yeff m ?y^ ??r y»f <f ftyr wnwr i ^ ypft *11*151) yr, yft 

^ y? yr yywK ^ ftycul yy, *ft f^yr ynyyr i yffy 1^ yy, ^ ^ yy aft? 

?iyy ^ ygi^ ypftyrft irts ^ yi^ ?tfW yy yc^sr f^yr ynyyi I yRtyj wgyfryiy^’^yiyy 
^ f^j%?n apy y>?^ ^ ^i?off y>T *)t «nyyT I 

12 . yyiy 8T*RiT yy *|^yi^ 

^-yry ?pr?t yyiy apRH ?py^ '^?m>k ^ ^gcyfyjy ^ yRyiy w^yy cii(^y>iq« aft? f^yRyy> 

^ yny, y?^ yn^ I #pff ^ ^ aft? yyiy-apRn ^ ^ ftty yy atyeftyjy ?n«i-^ 
yffy %y yn^ yr^ ?lfJrttf y>t yFRiwRyyj fy^fyyrait yy ?ff%RT fyy?y *)t wcw yRiyr ynyyr r 

13. ^?sn^^iy>y 

13.1 ?T«ft y*«ft? yfii^ ycpyy, yi% al^l1^Icr ^ yr aiyitfiicr ^ 

« 1 3^ ai3^i^.y(^<»jri jRfrtil yi^ ?Ht? 1 ^ yr y^t (uRl^ Xl # sifflR aifyj^ ’^t ^*1^) - 
-pH?5T ai6yy%-yt^ ^ ^yfcl^ ywiaft yyjgPiRy^ f^y?or cnfeiyyys yr f^yiRyy> w #|RgtT 


216 GI/05—3 
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THE GAZETTE OF INDIA; EXTRAORDINARY 


fFARTB—^fec.3(i)] 


^ I ^ ^ antpfer ^ »ii^ xin% tRPwJI 

^ Tifin?r ^ SRgjT viiFrn I 

14. aflr TTOT 

^ Ri^ fstt^ TR aftr an^ %?m ff«iw»fi i 

15. wit ^ ^ 

16. 

«TOin>iw q^teroi ^ ^ 

cWT Ti?tlEFT 
^ R*14 q>pf ^ 

’T. vfliTEicpol ^ ^TPI, 'h*s«P Rcff, 

4 1 ?^ anft # ^iw 

tr. iMt ^ ^<i><"i 

?. 3l*^<I«llc*I^ S3cm? 5 RT vJtltlR 1 ^ 'HIJ ^ 

4 TtI ^ tsls ^ uftiMPfl 

15. 'JcIItIW fatten 

aftr vSt^ ^ vtjlRai*i if <11^ yd'1l>jjt *ii‘ici( ^ ^ftsiR^ 

?r. ^ iraniFT 

3r. aitajTH if ^T^Pf?T 

T.. trtteff JRIUf-TR, Tlf^ ^ 

3. vHiticbert ^ HHi«iq^ fif >3^ q? eft t w f^, aiajiR gsr sra?R a(hf »rttofP? ^ 
^ Hegd ^y<Sl ^ 

3 

ftURWR - «IWlf>ra5 «Sq^) 

' 1 . ^IRRlf^I^Ftl 

t^lehclT 3l*2Ill?ff if Jrifr^RIloIT Rajiaff (^ 4t) ^ ^ »n?R I if ^ SUsiRl^H, 

3jra>R ^ sRciT ^ emr ^ ^ amff^ afR HH«i>te(ici vJM«t>v“i( ^ s4Ft f? 

Wftifed afk ^^l'q?ll-JlM 4>>f^Rqf SHI I aiwiil-fi ^ 'Hfea (qf^ ^ ^ w f^f^a 

^ ai^'MK Mll'v'll I '^4ll*ll41 ^ tirMiPla ifiR ?t*n I ^ ^4©t1 

U<N4^l4 afrf m< 4 Im«iic(I 4>rat ^ HWcil if *1H4> ^Rtllcld Hf^'iliaff 4>T f%?ll ^lifW ( ^iflwr *RI«i 3 SJf 
nftanr jmifcnff awrai 5 ^ ^ ^ ^ twr *iR^l^ i 

aiBtnFT ^ '3'^ 'd‘41 4ioi4vifl 4>f, afl*(f^ ^ ^ *^*10*1 5 '^tfild '^W mIMI 'tJifSiJ I 

aRpfd ajj*?lf^d wdR, ^ an^, jiRisq f^ifl€. ^frlid ott ^ci^ f^?iR iwii 

dr^a#f if inR dij iRfeftdd alNsr-#!^ ^ didT-w ITO f^4RS)di ajarad ^ ^ TW 

4>T Ptwf'i'n «P?^ ^ f^ I4^ra>ni—aiHPH «ranj winjif 1 (ik—f^^wen aiHPFlt ^ wi^’i 




tl iii|if'tRaWlllHH^^»ii> 





[^n—^Fg3<t)3 


'IRW R5J TnPW : 


^ ^ R? awjji ^ ^ <MEj|4j<ij1 ^( aftw-TT^l^ aiRBs^ ^ 

5»ih( 4 I apawWi ^ a^i if aiaraiF# ^ aiRi ^ ^ 3frw-#w^ w 

wiit ^ ^ ^ ^ aii^ inRT ^?*iT ?wr'grar ^ 5*T «fwJf 

^ nn^^kM ^ if 4 i«km alt? % ctJttPi* RNhMi aisapFit i| MMitld<4i twr 4i 
l^«i*i ^ ^pW ^ *h»i«lH >i«?i*i ^xni vii*wn^l v*4«*l «h'{i*ii, fepfR^ ft*llTnni (|Hjt ^ ^5*1 
IRS # auHRisit if ^f»TO*T f*r^, 11 

i.i ii»R?t*i!fft^wm3i6ira*f 

1.1.1 ^[?Ri *irar ft^RRcn aiBoiR: 4 aiapH ( q Rftne i r? 4.2 ^ ^ ?b^ ^ afk ^) 

4 ^JIRpif 3ft? *JRt ^ 'iW4f*l f^ljl wn?*ll ftl'H4>( Rjwif 3i» if ^4f*r 3^^ 15?I^ 

*n^ if 3F3r ftw RT*f ^ ^ ^ aiRW r ?r SMitcf if aftw ^ 

ii®ndt*RT 3Fwfl?«>r ?>f gf%?sRi w?% ^ feni W 9ft? Rnt *151 wfRr fftjw «n?*n I w’H’f B^fcl 

^ ^PW I ^ ^ «ff 3n^ RRIT ^ 2 TIT*! /I ft>. HPT HT ?TPTPH HIHI 3Pr 10 

^ Hft *ig«ff 3^ ^ ^ an?lft?T ft if Hff ift srflf^ ift ?Rft HTsTI Hft ^T^lf^ 3^f t I 
3ft•!& H* HRS 14 <1^ HP^ ^ ^ wlPpft 3ft? *^ici*i kiintp *11311 (MLD) 3ft? 3iftl«l»a*i 

?TW *TRir (MTD) 1^ ?ft T3Pr^ I Hft ?m ift, ?ft ft?ra>m ^ <WH 3pr ^ ift sraqi^ fftsHi HfPpiT I 
3IRI? *TPf ^ *pV5q>X 3^ flft4!>f % ftrj \in% 3ft?EI ^ H?HRT 7 ft*ff 7PP TWT ^ Tft fcT^ «n^ HI^ 
SfN® ift H?H1?T 14 WT ^ H? 3CT ?fft?“l ftPH HIPJ*IT I HJSf 3m?H4> ftf, 4W<55ffl 3ft? 

■^prrsiftf o**il 3ft ?TW Tft cra®r, 3ft? ^ if 4f T^ppff i ijst^ io 3ft? so 
3(ft ^JWf HftlHW 95 ll^lTRI R?4I’H ?ft*Tr ^ ?TW vilPptt I TJcI# SO ?ft *Tftf t^HT W 

?!?Rir, ?ft TW?«| HIPfif I 

♦fOlvi ft^iTP cfttixxhjf >iRi#ix<i>f ^ *TPT^ if *Pft? fft?RP?IT mR“IPT HT ^jcg^TRJP *9311 ^ 

MR*I|(^ IftSHF HIPPIT ?W *TI3IT ~ H^HRf PPRI^f 3WlSf 14 ft*# T!^ ^Pft I 3lft^dH ?TW *lf3IT ^ cTO 
^?# ^ ftp? (Miqxi) H5T ftSHT wll?MI I 'd«MWK| PflllMII sft? ?RW eiwci 

1# 4fw ?fw ?«iiftw ^ ^ ftiTf ^ # Ti«# ^ 3te 3ftf Hnrpft I artfti^ 3ft *TPT^ if H?«r 

lift 30?Pl4» *TT3lf-3|q*Wx«ni ^?# ^ fcH? sft? 3lft4> ?pft*T3!ftR Bwllft*# ^ OITO^ HSTlpfPr ftftT 
I viR# ^TR# ?# *TRH ftHRSm ^ HRI? ^3I?> ?PWr Hirai ft ^H1??®r ^ fePf 

Tj€ft#^e?T). HT HBjf 3ft^reT ft?Rp aiNft anH?f fe3JI IRfl# 5T?r H>r4 ^?# ft, H5t 3lft355R ?T5T 

*B3B 9# ft?—f!?I3p ^#*Mjffe) HIRTlft if ?«nft?r f^3|r 5TH{i|| | 

t.1.2^W—*B3B k’^xflHa ftBRIRIf SiapH : ft 3IHI31H (uRfti^ 1 *TH 4.2 ^ xxiitfl'Jl 

BHIlftz# if mHI;#. ftTH# ^ ft 3J5*T TJ3P ftft-ftte ftl*!f 114—2®-. 90- SWWI 180-ftfl'lft'*J R«irnKii 

aiBipi*#ft3W^*B3B3#l^ftaBi313M ftPJ ^Pjftl S^PT H«IIcft*W ft^WxH 3W3PI^awft, Hxxliftii 
HftSRT #ft 3Pjft diRn?lx<M> ?I«II ft*Tlft H? ft*!? I ^ 1*-6 ftdft 13|ft |^?ft jlvniRl 

# ?ilii if 318; PRT ft ftr 3IB 3ft?ft ^ gqpmH (ftHjftftpfft *iFT#f 4# ftl ftift HR ?T?5#t ft. 3# ftHRKII 
3|H|I^ ^ fcBJ ?Tft Hft|3R1I 3# vilFpft I 
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[Part II —Sec. 3(ill 


151^ - f^«nwT ^ ^ 7 ^ Rpf % WTi wiflrr gRT 

^ uTPIT STRlftcT 11 aiEZRP# artfecT ^JsRT, 3IRtcI, R^aif 

^ ^^^IcPT W5JT ^ ^RH«I ^ RR 1.9 ^ f I 

«i?f ^sM ^ 1?^ ^ TirfJlci viTF^Tn afrf 3P?i afNei 

<MI«I<£{ HMHJ ^ vjIUJ^fl I ST# RTRI ^ ^tePT RpR I^RItPcII a3cR'^ #PfI ■'^HclK RIW ^ 
t^Rra?R ^ WrfiR; RF ^ f^ aiRnftcI ^3R^n7RR^ RTofl ^ Tnsi gcHT fnff afSTcR 

'd'H^ 'juicb ^ I JTilTfM ^'^RH^ilcrdl ?FT eiH ^ f^, Rcq^ tIRH % ^ cSfaW ’tel 

'{i*i«’ f^'iiTpai RT *1^ Ft*ft, aftr v 5'A 31^ ^ Rrai 41 ■q wi 'T^it rpptt i 

f^RraKf aiKjR^ if Rp^te? uiT^ dsn 1^ v3n^ ^ sra^KicRR) ?Ti^1fe’, 

^ '<'Hi«jf^‘P FsiT JlOT ^ I 3n?R Rpf sm ^ afNeff ^ 

^vjio’fH ^ Wpfl R>f >{1*111 aft'I '{^vjiiq RtI RFPpft I '^—<5ci«r> (rR— '^I^) Rvjiilrl4li ^ anvl^tp R 3i(ct*f 
§^R^<<>TfSahi)FT (Tan (Fundus) uTT^ R>t «TFI^ 1 

<l>l(^l<|)|—Rmtp <f'{ 1 '('<^kfl <T>IX<d'| ^ * 11*1 ^ RRT ClSR 3 I 62 PPT R>t '(OM^OI, viTWH f^e|'n'l Ci 2 II 

^R3RT ^ ^ jR?nf^ Hrat^ ^ arg^ ^ I1 R^teFif R5t 3fR«T ^ ^ 

MvJilfciilf R>I vjffcj R>t ^ 'dcp^H I afiREf R>t f^JRT H^llcil H41d % RT W'T 2, 3 RT Rm“W 
%g 3FgR% Rpfl TjjT 7^ t, {ft TjRj ^ RanfcT ^ ?nf^r^ R)t wiFr»ft i 
arfligjm ^ f^, rf aiRiT ^ RTicft t % RRfR aik f^%scTr ^ Wfsi 

^)cra> f^d^«I arappff ^ ^cIRj (^d<u| cran ^fteiR R>r #P^qcFT ^ fs^eiW RM-# RTUPTI | ajcT:. 
^pfl ^ftPra^ ^ RR> ^ ^ FRRTT Rrar >3R^ f^?K^ ajappil Rjf Rff #pft afk ^ cpfl 
t^FJ vJR' 3P?I 'Wlol % 'OT^ff) aiictii'^ Hl'd ^ ^ 'H<^ I V<1>cl •HlHI vJ>d«b f4cl>(U| aTERlRt. 

R'llTPni all^ R'llTPdl —RfcJR»131^4<4"li ^ anciK ip' <gtJ [4?!'I Rkf^EjfcpJf RRRR RRT aitZRFf vJHyrts 
^ # I ^r aifeRRd ^ ^ 1^ 'Hcl!l^<t» ^R^Tfi ^ TRid^ f r5idcf>) ai^-an^ W'xfF: k4I 

3nj4 P^dwui aiarar a!Hcqrf$ici apr f^Rididi ^ i 

i. Rrai 3TE2PH : JlktR) ^ rHI fcPlt ^ RR ^ RR 5 R^ Ft^ I 'x^'iaR RR ^4l«l<s 

RraPJ ^ vnul^fl I R^ R>r RftePR RRIsf ^ ^TRR> ^ RR> (Bolus) RT R'id'il 'd'H 0 ?kk ^ ^Tc!R>7 
aisrar 24 ^ ^ ’fRR Rrnpfr 114 cpf r^ r5I Pi<ki*^I rjI vjinrfff ^ ?i^ 

^ RR R7 RRIR, ^rj4 ^iftwR RkRcf^ RtI kql^ ^ vmR^I I RRR ^ ^ jmri^ apft, Rf^ 

r 5I vhci«P—^^iR l^siM (I^'di'l—Ik4lci(>4l) R^ ?iif*tci RRRI qit>4I<l ^ | 

If.^ Rrar aiHIRR ; F^ aiHrRR ^ ain4a RqiTpdl cTSR afR RtI RFRR RRRT Rsn RTR 

if aiCRR^ ^ 3lii»R5cPr RFI ^|RR> (MTD) ^enftR RRRTI 

^) ^fR% Riofi v^lq RI qjaqj ('<)'Sc): JRRlfetR ciieiPicp Rpf ^ vjiRi* RR? R^TRf RRIT^'"(R^tRci: ■«^Fl) 

aiSRRR ROW I •^ddH RR 41 RflRit afk Jp4f^ ^[RRj r4 rri aN^T-RlR 




mt iu 
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^ ^5^ I cPmn? 10 ^^ ^ 

vsiuj'li I Brar. sihihh bSI ajjSwsa*! Brar ^l*R I ^ 


ufct^^ ^ ^ ^ ('HHW ^ici-^, 0>^i<bdrM afl^ ai<^er'{. anfe) f^FRpfl^BinFft 

cJSB 31R aft? iNFTfnifll BFFT^ afl^Sl^ ^'it Bn BlFpft I sifeif gSt 

?Fra«rra ci5?i sFit^ anff ^ b> 1 vsin^ i -, V; ,,,, ,,f 

(^fh-itM^: 3tlSj^?FT ^irar ^qi# w? ^ aiszm ^ 3fHr ^ ’flNn Icrq 

I f*|viRF-?n55 all? BtNsncff ft?ptte^ qfl aiRPi^ ^^if#T ^ Bfqrar BRIT ^ ^*Pi4 anw 


I^BT viFpiT I aiRj^i^ Brar ai^wPlcf jwrfl ftrai ^ 5 ^ zn ?i© bhu (all 41 ^ ^ 

^?ia>^ t, aft? JR03F #Fr^ HqVisjiMi Hnwl ^ ^ b^bri ^?®it ^ 


Jirar Bsrt l ^ Rbitimii ^ cRif^ aisrar hbIbviicii bbtot f^'ar^ H, <ft Bfsirqft ’art^ 
* HTsn ft q>*T ^ rii($vi I dcMswiq io w q^tenq bbi^ qft »icft*iffft ?ift tmft JiraiT 

??R q? vjn41?^ winjqi. (v1'h 4> q?rciiq qqlftsntcii 'hh^'^' ^ qnzfftl vil?ir % 

^ftqft (ft-^ci) ^ ♦Ii*i<^ ft f^zjT vaiiir ft, k*llRd Kfodfl)! ^ r^RT, ailci'l*^ aft? wlfq qft 

XilMll 

Hi. 14—28 f^qftFr BI?qi? RRir Q'Jixpdi 31KRH: Tjq> <^n<r» (6-10/ f^/?I^) tIsiT ^ ait^dep (2-3/ 
^RT/?I^) q>l 3)|cRq<j>dI ftlftl I ftl^f JRdllftd ?Itelf^l4> qpf 5I?r wRlf^ *»i-3ii'i 

ftl v3Rr4t, fwnft?iqftq^qi^qftf^qwKiTft#^?lftlBitft^. qaiqqi^?iqftq#aft?^lf^lRrai3ft 
^ ftlg qft aft? zft^l Riwr ftlftri ft qrarft qftqd: wit# qrai # ’p'Rft # ?5q ftftlftl aft? PiqRftdi ft 
gTf> ftlftl I fftq?iftl ft fftai?r ?n5S #1 Iftq?!#, ?nftl^ BR ft qq^, zgra/qiftl aft t|?i^/?TF 

v3f|q-?l?ITqfftq> fftHH, ^¥4ft? tmi ?T>ft aifcft B ^cl#l qq ZRRT Tjft ^ aiEJRR qnfftft ftlft | 
iv. 90 ^qftlq «II'WK HMI RfllThdl 3IHRFT; Tp> ^cR> (l5-30/f^/?P3^ cIsiT BBT 31^d^ («-6/1^/?I^ 

qanlftftf q>r arra vqqidi ftFfr i ftl^ ft ft iq.6 qrar ^ q? q <in i ^<3 ciiiaft i q i Bift gift rtsit # 
on?# I Piqii«i ft ailciRcid "^-qiBT <^a»>*i«i" ?i^ aft? 5?R8r ?i^ siifftd vsnfft i ^ 

ftlftp? (ZIPTRI ^Tcl—SIH, t^qiqjcHq aft? ^raSR anfft) ^iiftRtp BR ftivJRftft ?fI5ftq—?|?IRljftq> 

qRq-S, ?5fft? f^HTq ?!?# RR, ^ fftsfftqui, 3Fr-qR, 311# ^ 3Rqft qJT ?Rnr ^ aUSHBd 
qnftft ft 'tiP^leia fft>? uITTfft I vIM^W qft ftq>ft # 14 fftft ft Biq "cgRR”!" 'h'jsf (vmriiPd aft? 

iftftwT) ft anft ftlft ftf TEJte fftqr uii?qi i ftq ftlft ftl ^qft? ftqft ft 28 fft^ ft ftq zir ctsiftt ftl 
qiffti aik/Bi qRqftft ftr qrq^ ft ft, ftis fft^r ainjqi, aft? gsq anEZRiq ft vjqftRT 

ftRj wj qM<i'ft ft ^qiT *jc<ji<t)»i fftftr ^rnRTi i 
vi. 180 ftq?¥ft ^?iq>, ftBlrUcIT ajaRR: Tjqj (l5-30/l^/?rp) aft? ijqi ai^cW 
(4-6/f^/?i^ qqnftft ftl airauq^di ftftl i fftftw»r?iffti, br ft ^ 4 ?i^f^ «iiqft i B??iiftcT. 
em#iq> qrft si?t ftft qrar Jifclftft ft ^ly# i qft ft i^, sm^lRft qr?, ftlwR ftl ^?iq>, 

?T|j ftq-?l'Hiqjftth ftflR, ?5lft? ftsTR, ^ fft?ftqR, aift ^ R?, aift dSIT ftl fRlT aft? ZJR 
^ ft ?i(ftqfcrtT fftq vjntft i 
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_ THE GAZETTE OF tKDiA: EXTRAORDINAR Y fPARr !il— S s^ c 3(i)l 

14 ^ ifi^ anapw 

^ 5?4tn ter I ^ ^ ^ 

^ie:pR ^ ^ winpni i #=i Tfirai g»r 

3r6*m^ *qfiicw f^wism #t t»^ 153^ 

Wrf^lcT HvHS!||t«» gjcft W %=! % 14 ^ ^ ^ fl 28 

■ #? srf^giMcm 70 Hi HiR ?i(iiifiii^ 5?#ir ^ csfesTj ®?i['»f ’cra4 sm bw %gr tin^ i 

v^1r?T ^ m 3 IW&-BW'? ^ 1 ^' w B'iif’-w j "4f^ - ^ » awgr 10 

<1^. viit ift ti^ cfrl gg gii^J oi?^ w gsTiw! ''1’^ ^ ^ 

^ 13 ^ gre: »gRB?ife ^ ig ^ ^ i ^^.isrqg aicT ^ b? ^ ftgr 

vjf!\nii I nt^Sgj sis (^ffe>ii) #r 3ian-v3iR?PT i !?■« ^ 

5p5T2 ^ 'iltJVftwtii ^ ^ BBg>r grra g>! 1 ^ ^jf^sfefesm aft? #=# 

g>r ^ng> f^irn ^ ^ ^ giiinft j 

13 *TKi JfSOT aiNf f^45i«^' l^graiw a«2m 

fB ajoraiff g^r. (gt^Ups: 1 , 4.4 ^) bb ^ ^ fm^ ^ arg?¥»?ii t, f^«i 

aregipi TIT jirfriT TTifEHTtr Tjt»?i an^ ^ ^ 1^ gg fggR 1 1 ^ 1 2 aik 3 aiam M) 

t^gntj^allT <^2 3iKi?R^^ja^gTrang?ifct^#?q^^uf^^ 

T^^«PHfpid1^gnwi 

«w ggg ?§^5r»M ^ B #; HickiT# ^ 

^ 1^ jmi4t ^ 1 1 g>ig^ ^ 2 ^ ^itS^^siiI^ 1^ 

13.1 w nopR aiEzm ^ 1 ): ti? stoph xjg^ 1^ snsnfe g?r Hrarffr^w art*#) 

oiw I vifrt 5R# # trakr (Btff if 28 3ik w if i4 f^) ^ afk ogr ## 

g#r ^h&#vint7#i d?q:MRtn^^gga##wtalh^Bq!^x^ 

OTIRT I ^ fl#*T Oltra. t'll^ (fn^ 

gtt# # TTRT # ^TRn-t#TT viM m arm ^giRM jmrf^ w# #n: ^ftx* 1 ^ tot if 

^dd*T 15 gtj afk 15 TOiaff w iP#T ^gr ait**!T 1 kwsPT cw BggikcT ^ angjR ^tto 
I afWSr g>T »ipf gfr #*it fuffran Bqra!?Tcf»PP w#*t # ^ air?rf#T m 1 
TOT 1 # g^ gpRT arggm f^ umpm aik ^ Tfte% dg» or^ our# i tot 

# TO, ^3i5T g>t g?R>, B# # orert^ TOgpT, *nkR«i/sRTg argfe # ar*t g?^, 

nsferm gricT g>t ctgi^, jmg, Treg-troRT ww alk tfrit (aik swrf^ smt grr 

BTOT f^§iR) # gt^ if gtj cjag kgrr^ %tj 071 # 1 BtRikw afk g*f,## # ftccff 

^B##gn«Rtg cW#,t^f¥BT3W?gT^iff^-TOf^d^. ?n#I^TO, ff|r#TO^. 

g?%. TOTT wg afk an#t# # gk if Pi^rt# g5t art?# 1 iT»TTf^ anff g?t tsngj-l^fd %th ora 

^ VI1I*{# i 

1.34 aiaigg ^ 2 ): w agcigi (tftife) (a#TOcr: ^) afk ggr T§f?#?r sranffT ^ 

Ji#g TORT I ®s 1 # Pigt% #g TOT TBk g5f # #RT, 3#-B^ # grjot ^«pi # #TO 







{^11—Ta^3(i)] 
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MRtT ^ ^ 

aftiifir ^wn I ^ ^ ^ ft^RiKir #ft afk # *IFW t ^ 

^g«Tiftn ^ tmnftcT w i> ^aigqm ^ aw^i vw^i yw? ^ i aiNfe %% m ^ff»f »n»w 

^ aiwiftd 11 

P3TT5R afk H<?J|«ji ’irai w tR *^*it!H 20 aik ® wflto 

vimpff 1 

trftem arratgft l^ffcT^ tiinjnri P3^vi*fl *n*i<s<^ # «M>f^ w4^^ cww, w-ftRjj* 

w ^ 3m. ^ ^ THM. ^r»ihw. a<>^i!{i<i afk ^P3fam ^ ^ 4i ii« fl< i g^fe4i ^ 

Hc^ar^PT WH, fM«3rt‘T (fcH) (qfe ^); WW Ijwff ^ 1$pj ^ ^felT, 1^, ^ ^ 5R^, m 
afl^ wnr/3ri?tf/ ?p^ ?f5r ^ arampiRTiij, ^ i^. »ft ^j 


1.3J if?ra<hic?H (»T>f # 7# w ^ ^ ^ Wf 'HW tf^) ajam^r ^ 3): ^if^ ^ aswr 


^ #5g? ^ ?fr f« aiEij#T ^ f^#r ^ % ftroiRw ^ t ^ jfsb^ 

eft aff«ffwd i #ft 1 ^3Rg ^ ggpff ^ irntr 4wli>^ 

»iT»f sm ft cnxjft I 4 ^f%T) ftra^f wim ^ ts’^sk ftftf^ptrf^wi ft 

aifeW fcPnft (jpfEnw ft ist f^ft) aftw ft afr? fftst ^fiqj4 ft ft^ gw 

^|w ft wft^ iij»r gaisFfH ftfiT ft I IK *n?n3ff ?ft 1B^I? fftw 

ftj^T ^nj qti{5f ^ 3!^-aw ^*iftl arra ftt 'jijyft l ftp i ftft ft ft w ^ ’b^ 

w f*ira ftci>9P ^ ^ ^ 15 ^ afi? 15 wD ^ft wm fft^qr ftppff fti? alNw-^ aww 

tiftsfft itroft ft wiR 03>^ ^?nij ^ ’Rift ft) ft^ apifir ft ft^4ftftisi^ ur 
iii?a>y q^sH ftaR, fttft ar=iift, ’iftiRR, jrr ftk ^ ftcuft^ isrf^l ^ sipR’ftp i ftft 
ft SFlft~f5|S|r<*! aftf WStSH ®T ^jftnft’T TJ«p 2 ftft HM ^yft ft %?%ft fttftft ftPRft ^ 
HFR'ft ftt f¥mft ^ ?R> ftr l ’igftiraj^ ft Wi44 ^ ftft ftw ftft Itftft ^*IT w 

-t'(34.l)l ‘ 

aaaisR ft 3RTft fttft ftf yw^ft? fftiT o?Fir aifty Ppraft ft’i^ftft33ift?r ftft- (iTOEfr?) 

vnyrtft<5 »ny, ^ra ftt ^iraiT. ^ ft owr, <ifttiRwi/jRra aiftiift ift ally #nr ^fty- 


%fR (eiR ftl^ ft); ?!8iT ft ^ 1^, Rrsf wjft ft ftiy’-ft? yaftl^aJ 

ftiy. ’ffe ft *JHfti, yror arra ftl^ y?ft ft! yy alk anft«ftt O^ft ft) ?wt Rft aimw^ ft. 

-•■*' ■■ ' ■. t Wv.?: 

ft aisRH (q^^ 1. T^ 4.5 f, aWft ftr ftgftt ft Iftftf ftfty ftift (||B ft arciwr 

ftl^ ■^jfRr qift) Bftftq fftq vinft ft fliy iRftifftT ft t 1ft flifftiftr awwr 

«yft?r) ft yspftlq ipnft ft ip? ^ ft iftij alWft ft yp^qa ftiF (ft ?yft awpir/ftPr qft«? 

ffteft ft) ftTP?T I fft aitqqft ft Ifty feftq aftra^ ft fftij-ftlwfIN’if?R5 V- 

RR ally gftny aHy/aftft allft-tjft Iftftftr. aiftftKi: 2 JixiwRlft'JW ftftft. ftir ftraR ft awft ft 
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THE GAZETTE OF INDIA; EXTRAORDINARY 


[Part II—Sec, 3(i)1 


^ ^ ^ 3jra>R I ^ ^ ^ ^ ^ 3iajm 

gcFrtftpRiT. pH,aWciT ^ (eM¥^»€l) ^ afNfir ^ ^ w ^ ^israr 

^ '«ct>5n, ^ tjgj Gjivpif I 3fW?r cFTl^ ^ ^ ^ «fraT 

t, tfl ^raWt f^Mi^ciT aiunj^ ^ ’ft 3iN?ij<jJcn #ftt i 

|^uiPt<ii: 

i. aiaj^H: ai^zjiR ?sr?’ft'9ft ^ 1%?n w'pt I R^«m tRisJ <fft cTrarf^ 

^ tR) ;{i5q ^ cT’rmi «nw I R^ter^ T?r4 qft siTcT 

R? ePirar'SfFJ’lT, fwRrt ?lTftf^ g?T 10 ’ft 3#g>’IFT ’T^ #TT 1 ^ 

Rft anrft wh r? R’tpj ^ ^ ^ rrPt fftpir vifiMMr i R^apR r^ Rft gRpr-sraR 

WgcR ^ f^*RTR 3) RiT RRPT fftjRT RfPPT!. uft crsaPR? ^ ^ 3#cR 5^ I RRpT 

^ 3ra& ^ ariRR m. RRKR Rft 3Pll?r 7 ^ 90 Rr W Rft ^ I «i?T 3!P^ giWFft 

cRRI R7 ^rlRFII A RTR ^ RRRR «itRRR ^ RRi BRRR ^) ^ 

l^iRI RIFfRT I RlR"I»ft ^ ^ cOTf ^rfeftR. ^ |l?T? WltlR) RRT sftw cFTlR 

Rl^ WR ^ ^isi^ ^ tPT feRT RIFfRf 1 

il. RjR^t-RcRift aWRT Rft^ - I^RIfpRT: ?Reift ^ PHt IftR ^ 3fnfti^/?K«f? ^ IRT Rft uiPpft | 
^Mlig ?fR Rft vjJiq’ft Rfe gNsj SPM ^ RR9(Tj^ RcR fe# ^ % wfilcT ^ ^ RRsiR-fig^l^dr!! 

R^ aiSRI ^ ^ ^ ^RRRT R5T tNkI IftRcTT ^ (y^lg'JR ^ !^, c^^teRt ^ RRRR 

^RRtR ^ RIT^ Rf^ alhR) 1 e R^ ^ ^fR ^ RTTfPpft #IR> (lOJ/cnP) l=Tf^ sraRT 7t%R, 
4 ^HlisrdFSff TRftPfR Rft Rjppft (2 Rt ± 15 f¥ll^ ^ WR RR’fPT) I 24 «( 48 ^ ^ 

%R RR Rsaft ^ gRRiR, atSlWf % ~ RTSR RR RRft ^ fcP[ %RT uTTTTT i ’fPf RRR, 

10 WR R^ iWT 5 f^TBPR R^aft ^ RM Rft RfIXpft! WR ^ -^^ft r 4 Rl^ # TRR y%31 ft 2 Rt 
±15 fftR^ ft> IcJl! 0.3mil/ ftR RR h 41M fftjRT RIPPUT, RGfl iaRr^ «i|<? 10j/cm’ RR R4T^Rft\ RTRtp R>4iraT 
,. RJP?Rr I 5^ Rira ^ 0,2,4,7,9 ^ lift IftR ftfeRFF^ RfKpw | «ltR 2 oft % 24ft iftR ft^R RRR RRt^ 
Rftsm ^ Rim R^aft aft rrtst amptr. fftiRift ^Rft wr «pt 2 ftft rr gftw - Rftftr w 
. R^RFfjf ieij/c!m*?sr-*Ri(l»^ft si®m ■## wsfpji j R^tepr i%R laift # 24 ftft afk 48 ftft RfRRf 
R^fiRr RFie RR IJ^jsftRT #? RRft ^ RffR 3|k ftf^ ^ RfPpft I RW ’pftc 3I§OT TlPrf^ 
mfc*1<P 7WTW (R>S^Ic 1) R>T BRfttR 1^ uIPPU 1 

sii. ftlitft tftRRScji «im: R? awsR gjarai ^ r? t^ vHrtpw i sn'R rrM #» 4«Ri%4> 'dP? Rk fttfft 
(ftapft) aftR RT fft#T ftf 4nR ft HRIRT vHnpTT | RcftR> Rrai ft 15? ^ R?f Rftcj 1^ RRpft J ftfftR? 
RRR RIRT ^ ’J®IR> HIRT RiRft % ^ RRPft Rft RRgc!]# 3SRRT ftfftg; WT ^ SjftRj RR HRift vllft., 
Rft W»#[ %RT RTiRRII afiRR SRRR 7 fftr t (wf^ WffR..# 3rg^ 

■■ • • a?^), aft^faftafSlRSfiffli 30 ftft RiPRwcf t i fttPriFf-ft aiswr ftR # ^cihi 

SWr ftUfft fttRR RR IftHTR fftRRftt RfRcTSl ft RTiftftoJcT ftpR I 

W. / R5W?lftt ^SRSiRc^dl RriR : RcIRTR laRRlR ft? fe»J 3«?lfft?TRPfll afNftf ft Rwft ft. W ^ #? 

MUk'ftftTjRl *11^1 TS^ Wg ft RfJ kPJ vJRft 1 ftift-f? R1F5R WM ft yw> RPcf f^. 


[WTII—igTJg3(i)] 


^ TTsm : 
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Prf^ *^oiRm, ^ ^?T8T ^ (3T5M 3Ti^cr>a*i 17^ ^f) ^ yfcrf^ ^ 

^ aT^r^r ^ ^ ipfPT i ^ 7 1^ t (erral^ ^m^iVi ^ 3Tf^), 

3^7 3r®4>a*1 >rflHI ^ 3TEZTEjt^ 30 ^ % I ('H'ilfvjjci{l'j|) W 3TR>R tP^ci ^ '^TTOT f^g 

3fh^ ^ ^rrar, H'wif^d ^Hq ^ *5^ ^iqi 1 errsTf^i^ (l^^cfl >kii$fS^), ^ ^ 
i^FF, ^ ^ 3T27^ ^cf»(i^ (Rq>crc>j) ^ c|5t’^Fr? sfk 

^ 3TFcR 7R> #) T3^d^-%TFT ^ if ^1^ ^ I 

V OT^rR ^fl^ET : f^RTSit TJT ^ ^?I?R 3 T 2 T^ ^ 3 T^f^ viTI^^ 

vJcHiqli ^ Hh^ a 'dql^Fl f^^Irf^dT ^ ^ W^ c|7t fc|f$|cc cfk '^^ cTSTT^^Jf^T 

^ vjTT?^ I 3fiq?^qcr> Mlclq^d IFTT^ ^ vidC'^ ^ ^Hdl OTETR y? cR f^>^ 

xjTRRI 

vi. f^^lTPOl 31^iZFFT (3Tf^ ^T ^cHiq) ^ f^) : ^ 3THRR y^TlIcFTt ^ ^jIP^ 

fSpT^ % 3Te^lRt ^Rj f^T^FRF>t ^cjl4 (qjvjif^qel >^) ^ I 

f^lorfl vjiNq'^f ^ ^Hel ^ sfto lit qstR^I ^ yg^?FfT ^(^l^-qa ft^l | cR^, R^M, vjld 

3TSRT d<*i q>i^cfc (sflw ^(Jkl) y?T PFIFT v5TR^ I qKqi'i 3TKPRit ^ ''HMq> 'dlqcil>ifr 
cRIT ^ vjy^IR y5t ^Iq^fqcpai ^ eFTT^ ^ 3TRFty> yi^ priFt %yT vny^T I ypTy 
y?r PRciif^d y^ fr srzrft y5t y>^, y^ sil^ryKR 90 y5t #yT ^ 

31B2T2JFT ^Fft I yrf^ y>r yyf^ yR^ ^ yi^ yr^ ^ 3rf^ ^ 3T^ STOT" ^TTydisit yy PRfFT 
f^RiT vjiTTjyT I ^ SRZRprt if, ^ ari^ ^ yyyFr affw ^ f^RT unw aft? ari^ y^T ysn^ 

(q>5^)^) ^ cfR y? “’Rar vjnrjyr 1 yr^fyR yr^ arEziyyt if yy? ^52?^ ^ df^ldci f^qi vrryyr 1 

y>iRyi, an^Ry afly yyyy^ ^ MRqci^l yy yen wu^ ^ Rdc—^ wy y?t vyryit 1 'yyf^yr 

afty ypuil^qi ^ if ^ilM y5t ygyry ^ 1^ yd'lR^e ^M^yy y^^RRry 0.25 

% 1 . 0 %) yy yyty f^yi yyyyr i af^: ^-Jlq ci^iiq if yRycFff y?t f^y^pft yy? ^FfFtte^ y?!' vJTTPFft 1 
yr vjfyR yy if Rrat^ ^ y^yicT aicyyy ^ afy if an# y5t yj^y^-R^iiy wy y5t viny^ 1 

vii, afcTiyy^FT ^#cfyiy) R«^iTpai areziyy : if af^yyy yy y)i^'^M yy prtFt y?# |y, f^ycf>i afciy: RIm^m 

\5n% yy PRyiy %, yyp ^cfy> afty yy> ik-~'^cfy> (yfy—il^sc) if vjn# 1 yryy y qqJ y?t anyiftcr 
aTy&^ ar^yfR, cfTy, yy—effy aft? ■^ftcJyyfcTyj R^imai 3 tezrpt vyr# 1 ypfy> yyfftt RtqiTpoi artyyy 
fe^TTi# (ayR ciRfef) yy vjHyin f^>^\ ynyyi 1 aft? yw ?ftj4 ?fyy> y# ■^fy?f if ^ wyftt 1 
yr^—l^cny (yy?FFit^) ^qd—yry? y#^ ^ vjTryft 1 wy yyi^ ^ yqq 5 ?PTir 3ft? yiaaiaff (5 Rt. 

TTT./#- ^ ^|yy>) yy ■yyrytvjpf y^ ^PfR^n yR^ %yT ^anyyr fcF ?fyy^ yy ?cr, yryy ^ 

aikiRjd ?Tyy> ?y? ^ ?tt2t ^eFtty #nT 1 “dFr ^|?iy> ypj^ aft? Tjy? y^^icf (aft? "yRT if 

aftw-“#R yf^ any^yy) ^) ar^tfircT 1 1 yyy> y5t aryfSr if yRy^y yferf^ aifeyyRr 6 # yyr 
if yfy y5t ari^tyyFr ?ftyT ^ arBy^Fr #ft) 1 wy yy# ^ ?Tyy? y5t aiyfir ^ ^t?H ?3ra aft? ypff ^ 

^ vjTFjif I 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


(Part II—Sec. 3(i)1 


'MMtn ^ cllMHH, SIT^fTT R^I? ^ cf^T R«m 4 R)<4I vim'll! 31^ v5'Hcl>\ ^ viIUJ'Tl I 4 

25% ^ 3?1^ ^ aiRFR 1 ^ I RMlT^dT SIHREfr ^TT ^ Pli)Pld 

^RTSI-TITai ^ R7 IWlcf ?qrfR# ^ ^ ^ cTKEft, ^^RRc^t RPtT 3ft? ^vi)Cl<ift’ ^ 
^gicRF-t^UPT Wef ?lR>TfecT I 


1.5 ?cly?RlRlcri /3)lrl'<i^<;H5jfteldl : 

TiPicp weft ^ 3pencf fftit fft^T ^^(v5frtftTpT^)3ft?^ft ?sn%i 0^ 

1?^ Xj) ’ft 11 ft ^ fftRft XTcR Xfft fftj<JT XilT TreftfR I 

l^oiRwi ; 


i. Iftftt fftr 'TSfcR ffe vjira : II? X3Tm ftt ft gft twpft l R?HT, 3lfft^RPT ft?-\3ft\jIcF 3k ’^fRPT 
BftxW’ I|?raft cPI RteiRtit 3ft? gisH WW I 3n?fftcf) SIEOIRT ^ ftt 1%?ft ^ I 3RT: ?rtIT 5jft?r 
ipiR ^ Rraf?^ ^ f^, 4 ’T? 3ft? 4 ’TKI XI^ ^tqftlJ^^Rrft>ft4 ’IDIT ??^ ^ Wef nft 
wxpff (Rcft^ ft 2 gft tPRte (Freund's) W ?f?tW ftt wxpft) 1 ft?^ ^ 

’Trar cPT XRftri fftiXJT WW I ??ft Xfim?, M?yft (^pftftt) eft 1^ TTcp ?enfttll XBtFjRI iirai cpI 

Rrak^r fft^n vSTnyrr i ?ft 2 rmr 2 ’iKTsft ft ?eiTfftrT fft^rr uttw i gi5i 3 ietir ft, ueftep ?i^ 

ft W^xidR 6 ?? 3ft? 6 XIKT W XlftFT fftJUT WW I T|^ Wrl ?P3? 3ft? T^ep PlftRfcT (ll«n?8T) 
?T^ '3RftFT R>I|| vyJI^Uli | rtep ?rW?Tc’Iep RiftRld ep) ?^9ft ep) MI^R|et>dl ftt wxpft I 
?eiFftii R?!? ( 21 ft fftr) eft war sid; (im 1^) fftw xwjpt i itf^ eft)^ jifftfftjirr #cft, 

eft jnsrfft^ M'{<d eft 7—30 Rft) «IK M'i'd epl4 R><JI wxprr l ’Jeipepd' dM<<'Sl eft XI? XJ^tajftir 
3 ft? 44)dl (cejRb'id xftlel ?<Pt? dW FfFdR ft^S'l) epT yftpT f^^iIT WxpiT I 

ii. ?Enft)zi clftltpl ilP^ (f^xp yfpf : ^ 73^ if yifl'l fetJXJ wft dlft ■gRejl XJd) ^ fftpf ^ flft 

dllBxi, IR eft ^clef d? IR fft>? xftd^ dKift | sflREI vdMdI'I eppf ^ ceRR xf? fft^p vjfU'JR 1 fttd 
HldTft, fftfdft' ?r«rft RTdT 3 tRtxPcHT ft?-d^v5Iep (dTd-fIftt'd) RTdT ift 3(1? 

aftRET-Eftc? fftT? WT?ft I Rift ?Pj^ ’^dd 6 '^fftlR RR OTTR vRRTR I fttd 1ft?cR fftftf 


XI?, ePTd Rft eRRT XT? WR XTRIS^ crniRT WXJRT 3ft? 5ft fftd, 1.V.3H-3TaiRT sftftt- 4)3j|cfftt 

- ^ft^ (BrdU)ift5 ftft xttRIcT ^fftd sftRR^d? feRP ftte (ePTd ^ fftcpiftt cRftRR TtlftT) Rft RRd 

IftiR vRTXdTT I xfRuilftt ^ ’JcRTRid ^ fcR 3H . aR^RT^ftld ft ^ SiaiRT BrdURft i^lllftcf xp?ft ^ 

dPIR? eft ftl? xi^ dxiftrR IftdR vJTR^I 

1.6 XjRfftfftRTrPdT (Rftftlfttfkrfftft)) 


3dR 3liep4l Rft STJXff^S^ if xftHt?dlfft?rcp eftRleni Rft MK—ullftlej enlR^ftluld fetSI — ?ft?ftX3T wRftftxild) 
dlRT xjRXXdT, fftidePT 3I4 t d^ eft WT?! I fd RRR? ift ftlfftepl eft ftftrtRlft XPtRftftvftlftRl^t SIERRd 
dfi fftdj wxjft I cTSRfxr, dfft eMt ddRIeilft cfR5 ftfft 3ftRlft Rft <J)t5ePlRiep 41dlft dr RRRaft ft IftR 
XRlft RR 3n?Td ^ ftr 3TRRRR> dlJd?WdcR pr»Reft efft Mgrlld eft fftfR ?cp ftftjepifelep l ^cfixP cR 3IERdd (XJ^ 
Rft cTR)) Rft SRRRRRkR ^ ?#ftt | 


wwfwwfr* IIim ui Mu rM’ iMWMwiiwiiw— 



[^n—•^^3(i)] 


HRcT : '3TOT^;nT^ 
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5^—^ ^fk 5^—(5Tfk ^ vjli(clf^^iTi7cii uft^, ^ 41R|4J| ^ ^ 

^ uTTcft ^ 3(Wc^^: ^ llkcT Wl ^<l>^ % | 5^ ^ ^ ^ ^ ^ 

sfk Pfferi>iu| ^ SH«i^ if tJsicf^ ^ Me^M ^ feTJ I 



PlHf^fea vjJr^f ^'Idcii ^fefFJ v5n% ^ ^hii : 

(i) vjff^T^sff if vjfiFr uRqcf^ ^ vjfN 

(il) ^^TW5t '^tf^ ^ ^ war, # «tI^ ^ ^5tf^ 3TT^qf$iq) ^ ^ XI^ 

5^—vSTTW '2TT feR>l*li ^ XjIM I 

(Hi) cl^acT) (>^l^ci) Pf'Hl^f <T)1Riq>i^ W xnfkT ^ ^ ^pj^TR xjcf> ^ vjim I 

HlMq> ^^isiell if yRT HR»ll*i) ^ ^5TT%—R’fl-cbai ^ 3fk ^ f^, HH^ ^jfpcf) ^'5adT ^ 

3(crliqi vjfllrl—R'^lTPai R^jcm! W ^5t 4 4)>^^ §, vjf^ % # Xpf IJ 3rfilq^ct>f (^ ePT^ ^fT^ 

ncqli), ^ Tf cT^ <jc^, ^ xj ^ ^*7TXR ^ I <^cid 3Tf^ 

■^^TTSff if, Xjf^ ^cb*y|c|?| ^>RXj|f ^ TfPT^ ^^ell ^ XJ^ ^ 3|f^ XjfHf ^ ^ W 

'Hcpai f^j^RRT \jfr^ (^cbcH W ^>t 4 ^ ^cr>dl #, grt^, cfc^ ^ if xT^lfR 

^51|R|<^ vJmcI^T ■4>’<iqi WXJ ^ xry^ ^Mcr> ^TR viH^iP ^Tlff | 

XjT]t^ I araiZRt if Xjx^ >klt'^clf vSTfcT afk 

^ (cf>e^) cFjrf^IcfJisff if (^cbK xj) JfiiPld bW" | SfWjqql* 

xjrM (xR xpf xj) ^ x^iiPld Bl^, vjft c}jciq> s^Rer hvjvjii ^ ^ vjTTxj^ I 

^ OTc^ if '3f?i>!ldT (^) ^ SJllRld | ’^iff^T^i f^iTf? xjxfe : 

1 3fk 2 difctf^tliTi^ai 3ri«t>'S) ^ 3T^5TT ^ Bfxff | rRXJT 3 ^ tj-^feWf %5 

cf>^ ^ M6 c^ ^ STEZfZpT xj^ ^ Xjnxf*t I 

fe^mi: 


^ (AMES) xjfm CFTdHfiJdl ^ f^cf xtR^ -Xjfm) : Xj^fT. ^r^fx^RqJH ^ 1^ 

■^fxT 93 ^ ^ 100, “^fx? 102, €fxj 1535, ^ 97, '^\ 'XI^^RRrT Becjjff 2 uvrA Tjf 
^€cj 41 2 uvrA (xff^xjTfioi) ^ ^RfR div^^f I 
i. 5R-f^ ^IM441 iRxJT 3T^ XJ^ 9 5 ^ ^ ^ 

vjTTXPTT I ''Ic|c1l4cr> 3fk "ETHIc^cT)" Plq^^i ^ fcbqi vjTTXRT 1 vjfcdRaa if. 


II. 


"Rf^mcb" sfk "eRTdIch pRl'^ui if 5 >TT^: if 9 .- - X7^>teT5^, 2 ~ xatf^iR 

XJXjTTBB ^ Hl§dl4l§Ri4 #, XFfRi#R ^ ^7^ I ^ if cf^T X7fcf^l%4f ^R^c^d) ^ I 

^i^4>H R4[^^d>H ^ geHT if ^i5t ^f^ if 2.5 ^ (31^ 3?1^) ^ 4^=nFf<t> v5nxnf|-1 

cr>lR|cf>I--3il3q|R|cf> XT^: cJ^lRlq^l cfr^f ^ ^TfR cfj^ gXJ f^—<t>1Riq>| — SJl^qRlcf) di4 
^ 1^ cftfecT fcfqiTTJOl Bt^TT — 'JcM-d ^ ‘xif cb1Rlchl<jft (4><rq^) ^ 'Hp^f^d 41 q>lR|cr>i^ 4>t 
^ 60% ^ ‘Jft 3TRf4> 45t 451 ft #ft I feR5kn5^ 4>^ ^ f^, Rr^rf^ f^chfch) if 50% 
^ 3Tf?t4> 45t >^)q>|qc Hqfkl 4pft vjffXJ^ I CHO «htRlq7|>ijt if 4T 45e4^ if 4R4 (dVl^l^c '^^ R>qi 
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vjnw I sf#?T ararar x!%T,xjn 9 ^ ^ 3 ?fFT nrar ^ 

inTTr T5i]^ I "f^HRraT' aff? Trf^iRrf^ ^jitW i 


'«l^iiai ^TnsT' 




f^Ri^ ainTTi, ftRi% TTftsFT <f>V ciT^ T? «f^ fair g^TTfSturf^ Mra 

%3IT ^ ^ ■ijfr Tf^FT ^f5t 'Hiirl^cli ^ I Rc^TEF ^ 

#1t I ^ HM<fs ^rer^ ?Fl^pflP?M ^ f^RPNt g?r m ^awEi 


viHWI 


iii. 5^-1M ^: xr^ ^cTcp nanf^ ^) g?f 3n^?zR>cTT ^ 11 ^ 

^ ^ giT *IPf ^ #TT TIFf g5T WIET if ^ aiRlftcI 11 prf^ TTSIT ^ 
nf^ 1^ ^ uflcft ^ iraEr 'jii’Eii i cfEr ^itsit afE crarr "eritrt^' 

Pr^foiur (jjaiRai) ^ TT^tem ftfiXT vjnTT^ | x^ ^ c ararar 

W'W*1l§'S ^ f^iJI v/1l's‘<ll I ^irai ^ cf>T ^SrJ aR2RFT ^ t^ 1 aft? 2 T? fcfRIT vjTRprr 3?N 

^ arf^ iafg?PT ^ 6 ^ ^ b^T? wm i ciEff ^ 3?f^-BwfT EraJiei^ 

"OlMcl^- ^ #fJT ^ R?m (20 fipl^), TTlf^arf ^ R7 ^ 

'Jti>s’'‘ii I vStHR—if g§'ic|(o« T^EET cl5f vjfUJ^Tl ^ R? mcTlff)|i|fitf) 

if ^{ESRI RR BRRET f?f>qT BfTTTRT (j^gRcFf 1000) I 

iv. R*!) <»>ll^|cf^l 3fT5^%^ (RT^BFjfirfeRj) Wcf ; TJcf? c^cRF Ruiifrl (r'JIrci; i^gl) R5T RrET RhRI 

BrniRT 1 vJlN MRiaf R5t RJT TPf WETT fERRFI '3RlfET hH<^ 1 if Rh'^ vfll^ fEo? aTRlftcT % I 
Tlf^ ■'fT^ RfctcFT RttJ vj?t^ RT TOET f^RIT BfTERT 1 ^ Rrai 'RT^ afE ''(^ellR<E" cTaiT 

' ti'^lcHcb ' Pl4-^“l t[5t >jtfx) Rft «TFpft 1 tUldiRi ErTEW if TfT^R^fEFRRRfl?^ 'HfiRfcfd TRErT I ^ 

1 RT ^ BTRpft #f BTR^ 22 xjt R^RTcT ifB R^I ^ 3RT R^IFtftWT 

RTIW I R5l<rtj1'HI?T ^ ^ 2 RWIcT rM c^ WTS vjIUJRT I rE# ^ErEI Tf arf^-RwR 
ERPIcRRT'B if ?I5R^FEra? ^cR (RRrEr) ^ Rem vifRiRf (20 ^iR^), 'BTRlE RtfeRif sRTRfE cFTrEi 
W if 5R: ddtplRI RITRRT I RR REf^RRiaff R^ RtfeRif RRT^ RfnEft afE RR^R f^EfR 

RTo?t R>m R^f 'tc'115'd RT ^lelT RfERTT I R?E=HT tEEET cEf RTRpff afE ’JeRTRFT RTRR^ ^ R^ 
ifSPEvR ?f>EfEiEl if Rt fE (^^RcR 100) RR RRET RITERT I 
NTafElf^^ (rM^ 1, RR 4.8 ■EJsf) 

cplRi'fi'jfPiRic?) afERRR aflRRt ^ RIRet if EER uflRif felRRR HRTf&[R> 5RfrR 6 RI? % 3f1tRp ^RRT 

cRP f^R; RTFl R^ TErRRT t, REI-Wf BR alElRT ^ RPT^ if it, felRRR trtEt afE aoR^t RROaft 
if RE-RE rfaiT ^ RE IEe RRE R^t #HTRRT 11 RRf^REREftMt 3TERRR BR aftRl^Erf cE RTR^ if it 
RiEt cEt ariRRRRjcTT #ft RfE, R^cRfR rE i RRf^RtRTRcE TfRTRRT cE R^ RR#R ^ RiEE BRRtt 
RRf^EfERRRj ^ErRRT ^ rE i EiefIR #, Rff RTRRt Rtt E REtEiRJ ^Tfltt ROit ^ RT RI?i TRRRT 
— Tff^vRrlT 'i«far E R>lEEflRTRR> <sicl^ R5T 'ti'Rd ficldl ^ RT RIR RERE <^'(|R> f^RTRETT 3TERRRt if 
iJtfiREdTEeR? RTRf ^ HRET rE^ ^ RT RfR RtRlR>f RT RRTRRit (idlRtdl^e) cTcRf ^ iEltRf^ 


RTIWI 


Rni R^ 


■ g ir« ^iii fi iMp|jMiy^|.t,iiiiHi'ii>.»i > >»» i ^yim;B)|BP^ mly||lf^H^» H | H ^ m |l^^ l l H ^II m |i|i||i|i||»i| •<»1>w«MW«r>■ l fmn ' » ww n mi'<«n 
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vba<^—€JR^ ^ ^acr> wIciRh^i^ ^ SRj fcl^iii yfc^f^j^TTsff ^ ^ 4 

'Hi+i^ 3n^ I “siWf ^ NcJM^mx ^ RcpRia ^ HHc^ A f^M^n ftef vjiA ^ 

MV-qia 3|';j5flM^ cpil^i'lvylPlRj^t ^ ^ ^ >Cl4)<ll | 

^ A ^ l^f%d ^ nc^iRici vjft^chicH ’Bter ^ (arqfct 2-3 ^ ^ ^ 

araro^ ^ ar^terr ^ ^ I A^w^A w ^ 

^Lpci ^^rTT t siW vjflcJ^cDioi ^ v3c^<a*il<^ %, ^ ^ ^ ^ ^ ^|q^i>? ^ Wfr^ 

f I ^ 3jN^ cF)r cl<j*i< >ciniq1 ^T?TW WcfR ^ cfr? viTT^ M 3T£Ic|T%-“^^^ 

cHr W ^^jVi cfr #tl 

^ ci^ vjR^f^rr ^ ^ ^ ^ Fq’aivj ^ ^ ^ cii^Ricp ^ ^cff^ ^ ^ 75 ^. 

3rf?nT '^m,’^f^’^ ^?pp> chrRf^v^P^%ci) stgj^ ci?t srra^zr^ ^ 11 
cbll^-ilvriPlRt^l 3!^3PPT c|jacp (>il'lc) WvJllfaqI ^ xjTJ^ ^ q^lqai ^ vjTT^ ) I ^ viH^I^'T 
vif^cl 9 siR| 4) sfiRirq ^ WT fc|5^IT vSTTW I ^ ^ ^ ^ ci^*i’< ^ ^ 

^ ^ ^ iWt I 

^^fTcR cfrr W IPfPT R>qi vjll^qi I 'hq'A €r|t HT^TT 3TOT—tjicicf? rirf^tj, 3ft^ 5^ ^7^g3Tt 

^ vjflclnqjici A WrqiRicI 'HHi^ v5?t^ cfjM ^ ^ddi ^ 10% ^ '^iqi ^ ^ STHfift | 

’TT^ , ^Hq vJM’qK ^ 3lklRlci ^ "^TPr ^ePfT vJ'Mcr?! ^ fel<{,2.5x 

cn1% Mvflil^^l ^ ^q^-i^^lciai A\ f^'qix W I ^q^ 3p2l^ '!gxiq>1 ^i^ic^l^i 

^ ^ ^ vjnrrrfr I xj^ aigirerrR^ sfR (of^ 1%rf%?T ^) xr^ (f^fl^) Prad^i 

J^llPlct vjTRJ^ I ^ >HkiI 6 ^ 7 'jflq'iqjiol ^ 'vJcT^ WT cT^ vHl^qi, f^RT^ WT 

?T^ vi>{icp| mraW ^M^Kldiq> A vjflq^crxd ^ I^>Hiq W{ f^-clK ^ I 'Hl>iJKWciqi 

^ 3T^ ^ ^ ^RFT^ ^ 24 W cRTT ^ ^ 18 ^ ^ I 

PiqxiPlql A 3<icl^ A mA ♦ii^pnl'KP^Rlqj ^qciiq ^ 3pff ^5cT^ ^ IcR^ci 

vjttwt^ I ^rf^dlvilRlf^^ ^ f^ ailciR^ vrrHf (^-srf^ 

vjfHt, dqviiia ^Jfcf) vjTM 3T2J^ 5jmv3TlRici> v3?|^ ^ ;fllPld ^ ^ vjff^ vjfr HHcii ^ ^IHdi 
3?mR ^ cJ!I^^|4c1I ^ 31TEIR W ^ ^ W I 

’Trar ^ 3ft? 'deqVn Pl4^u| >H*1IMi 1^ vjTT^ ^ 3TT?Rf MdJc*> j^^T 

^ ^ 50 ^ I Pl<imilRi^l ^ 3idiqi 'A^ — I^5iM ^ ^ X3^ 

'A^dl^c ^ A WotJ^ fcPT ^ 20 xrg vj|qR> ^ 5Tc^ ^ 10 ^ 1 f^PNpft 

^ 3IcF]cf XJ^uHT A qW^, "^Ar a ^ XT^ XPM, ^ftvjpf ^ ^TT^ dldRl^ ^^TRPT 
^*1lc^ld\v^l ^Xl4lcx, ^ 'dq>d — R§1M ?T2TT f^^rl vi>aq> Rq^lcl — f^WT ^ 

I ^eq>i 3fK 'J^TTHT <i<jjix Rq>i>ti, vi^qji xidl eFT^ ^ "W^, 3IRjR, v:baq> Rqjf^ — (^5iK '^qdM 
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[Part II— Sec. 3(i)1 


oyqfeici f^RTWcfT aiEZRET 




^ ^ RR RFf 


R?I 


RPTR RTOT, 

STEZIRR R5TRT 
TTRITfcRT t 


g?? RI 3)1'^ c1>! RT 
xm-cR^ 


RR> ^ RR5 <g'<|ch 1, 2, 3 

SISJcIT R5t TfRlT? rPF 

> 1 2 TRR? cRj 1, 2, 3 

> 2 RRiT? 1^ 4 RW cTR5 1, 2, 3 
1 RI?^3Tf6[Rj 


3TcT:RR^ (?RRRx»r 

2 cT^ 

^, 2, 3 


4 WTf cT^ 

1, 2, 3 


>14 N3Rn? 

^. 2, 3 

■?eiEf[R ^RRRcTT STBRRR 





1, 2 



3 


> 2 33RTT? 

1, 2, 3 

3IRRT R>H, SIRRI RI^ - 2 Wl? RRJ 

1, 2 



3 


> 2 wm 

1, 2, 3 

R^ RT ReTRIR 


r 2 



3 


>2W^ 

t 2. 3 


l^t)lTt)Cll 3IKPIR 
RR RRETR ?iItd 


'R7 1, 2, 3 

RTRT RviFR cWT ftqiTbcii 31SIRR 


f^RlTficll af^teiiR 


2 RRTTfrIRf: 2 TTRTI? 


2 RRTncrai: 4 RW 
2 WWll^RT: 12 WI? 

2 RRnf^Rf; 24 tiKiie 

2 URTTfcPTI: 1RTW; (RRRIRlSt 

3 5 f^/RW) 

2 RvjIllclRi: 12 (RRRTRf^ 

6 tft/f^, 5 f^/Rkllf) 

2 Rv^rfcIRi: 24 WTf; (OTRTRfSl 
6 ^/f^, 5 f^/RW) 


1 rritI^; 4 


2 WvjfitciRl; 4 TfRn? 
2 RvjlllctRf; 12 33RTT? 

1 RRnf^: 4 RW 

2 HyTltrlRT: 4 'RW 

2 MvjIllrIRi: 12 TRIT? 

1 M'jfllcl; 4 TfRTI? 

2 WullfcIRI: 4 WT? 

2 RviirfrlRi; 12 ^BW 


2 RRTrt^ ^ RTR 2 3IE2JRR, 2, 3 ^ RW ETTRI RT?^ R?r 311^ R?r RRT ipifi | 

«fFT 1 SIERIR, 3 if sj^nr RR% R^t Sn^ R^t RIRT ^Efl I 

»rPT 3 STEZI^H 3IRl?r ^ RT RIR ^ f^RJRI RY #1RR: Wf^^jcT RRIR ^ RR 3TRfil ^ 

R’^R^ RT ^ t^IcR^ RT^ RTcRRlt ^ ^ RIT^ RI# sftRR ^ RRR 3 


RRR 1, 2, 3 - RTR ^R^ Sf^RRlR Rf^cl) i^RR R5^ R?! ^ RRIF ^ RT 




. . . .—Tirpm-' i i ii i t FTIT '‘ 




MtlliMH li Mwmw»«wi6»«i 


[mil—-gpjgad)] 
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i7ci^ aisigr l^ithcii 

* 1,2, 3 — ^afNErararar^w^ (^teralcn?^:) ^ 

^ y^fct iil*icii ^ '^5ii«i 11 

* 3isi?ni — 1 

* clSH ^ — ’ER’T^ 2, 3 


3 - ^ ^ ^ 31SM ^ afN^I ^ 6 *1#^ SllSra? ^ ^4|YfT uIHT^l 

: 1, 2, 3 - ^l<lPii*> ^ WT 

feoTUT: 1. ^if3ri^^w^1^afk^f^’^ranTTsirar^^^ 


- TtPi^ i> srm m 3Ti^ ^ 'Juntii cmr «<j)^iicii(3ff) 

■if y’l'<l^lTi/Htpd '3^ fcnj <h6l Wf 'H'i’^ll I 

2. Pff^^d mrr ^ 'fil^H^ji'i ■?f^ 3rt?TR 6 if ^ Tff 11 

1.9 ?R^ ’IRIT f^IdJcIl 31Kradf ^ ^ 


^ ^ f^f4? ’IRcT 


14.28 


84.182 ft^r 




(fe) 

3T^cf^ 

(^N—>?I'^^>m) 
(^fTT ’2TT 

(#) 

31 <^0 cp (^11— 


*1|Cil 


W 


mi 


mr 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

43 

43 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

43 

43 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

43 

43 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

43 

43 


fiRi^Rr 
^ Hrar 
wracff ’iraT 
^irar 

2.0 RmTbdi ajszRRf if ?nPrH ^ ^ u<q>^iKiMi 
^s^irr - 

* ^ * ftRPi Wd-d * ■+ldd • dW^d ^ ifff Hflwi 

* "i. T^. aiR. 4|^d4>) * WUR^ 4a¥ cWT anftqw 4^1)[4>l4r ^ 

^miii I 

* ^^iTT ^*ftd<. ai<^ 4 >): araJir, araftr, «4fti arfRw 

arafir 


■fiftiUciRm <fa 4 t d4 

* ^kR 

* uicin>4ii (pH) 

* nw 


* TgftR^ 

* T5f5PRT 

* ^(IRIcHlRn 


d||<t^rd T*Rr 


' 24 - ^ if ^ ’irar 


* ai40K T^SJRaffir ^ 
Tw ^ ^f^nJter 

* liijFhi * 




*1?^. #. TJcT. 5Ff#F^ 
<ir<^d4>) 
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[Part II— Sec, 3(i)l 


* W. W- 

* TUff ^ ^ ^tStT.^.) 

• i?ir. i4t. ait. t. 

(4»g«T ai^afv) 

k_ • • \ , _cs_ 

(^ W. A) 


* ^ *i^5pPT• 

* Jcit^lcR (an^]^ gpf) 

‘ Afeiw 

* »il2Rwg * '•Trftlid 

* #c!ftg»r 


^nw aftr ijjwafffg ^iflr Ran 



* *IlRd«+‘ * (*h«*5) 

* airer 

* (»iBr ^pt) 




* *nf^R5 * (*Ki«nf^R^) 

larcll 

* gUTO 

• * (^aSNw) 

* (t1^) 

* 

* iw * i(an<zi 

* ajhat^w 

* 

* fe413-i<T • 

* zW*m ?lcnw 

* •plcil'i 

* 

* 

* \^im 

* gjPlfeCTiPw * ^Rtd’' 

* * %»rtl 

* afeww 

• PtwFfte 

* ^ 

* ^RRT 


* dKit^ ip? ftjiT «nwi 

0 ?i^ ^ aniT ^ ait«w ^ apwi ^ ^ 3nn^ % ftPsa w 

^ I 

^ ■«i<."iT ^ ^ an^ ifT # ^ R»ii«radi ajtr 

<i;p«ll'«fr ^ aif^ aiRWWT FWt I 


: 'fr^ '(jT41«i<g ■*P? ■^—cHI<iPl<P Rlqicfaai 3TGFFff ^ 3THPFT ^ 3)Piqi4 mRRioc 

3 (flr^ 1.1 ^ 1.7 #? dll^cbl 1,8 cTSIT 1.9) ^ Rlf5*e ^ | 


Wfl 1 cTOlf^ tiffspjff ^ 

c^ciReicT f^qitinni aiHra^ 

i. ^irai f^^T^tlcTT aiSTiH 

ii. ^rrar 

iii. y-wiRci ttptci ^ ^i, arcrtr sn^ri) qrai ^f|cp (c|qi<w<ii sjezrr i 

^ H'jI'IH ^iRd aTEzra*T 


v4l'iI4m<iddl wlt^ 

c?iittiRi<T> ^ m'wiRci Tfpf c^ 'Hiar 'rttci ^iPitD RIiitixii sihtir (efraf^PF Tpri^ c[5t u'wiRd efqr^ 

q? 3iq1^ Pr»t^ cpM) 


'^<?i'jiPiRi<ri/ 

3icRrf cg^ srgqTfrq ^ 


q^tspq (vjigi Rid I cpt gjR'T ^ gr 3TF^dT ajtqRrgf 


qM- 1 ?^ gi ?g4tg q^I^-Rqictridr q^Iem (gf^ affqRr gi vjqiqg^ ^ ^ aiRt^^g qfr 

q>Id)'d4cn?11cHdT vJdiM ^5% gr fflrgr ^ TT^iq ^ ^ w-m gg Rtcidi ^) 


2 ctbhI^i* q[ften»ff ^ 1^ 

'cRg' 1 qfiarg ^ qiqr TRg, viRa ^ ^qg, q?^ ^ w't^d f^ dd'Ki ciidRigj 

3TTg5# (^q? ^?j4Ig5 g^r) ^ ^ih gq^ g>ggT i 


j* 




W'li^a <> iit‘iiiifiiw;^!Mu;i 


[MFTIl—-^1^3(1)] 
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2 ft ^ »1PT^ ^ticnEr ^Ri4t^ 3i3?TR 

1 H'?)«i''i ^ 1^ 3ig*i(ci ?n’?T ^ arraw^ ciraf^RP 'gy^ii aiwsi 

wiivA I 


uwif^a #^5 ^ araUr ^ vjM^<ni ai?ri^ ^ anei# ^irar srI^bjct [^m^cicii aiEzn^ i 


^SHreff^sFifM) 


2 !4\Jin'i/l^ti>mic^«t> RtuTDAi aiopH (Jrf^ ^ vjp*t ^ if an^ W'f ♦il^cii vIPl^ ?iiPlci 
R>^l VJINI ^) 


3 ciwiP>i<ti» 4'n«“iT ^ 

1 aff^ 2 H’Jtel'^l'l ^ f^ 31^*1 fcl 51P<T 35^ 'H*1<<, vdfel^l 'HqHl ^ ^TPT, ^5^ ^ 1^ ^PR^T 

%-cirerf^ a?ra?^ Tpj) q>T ^ ^tjcw gRRir vjnw i 


3 ^ifl8P»i €t ajTw %g an^^ ^’iPi^ if — riw 1 ^ 2 ^ >i^f«auif ^ ai^fcl 3ir?T 

afraw^j ajRi^ ^ ^TjJ^ afl^ ^Md*! ^ ai j'HK, 3iPl<ill<ic1: 

M'tga vilPjif I 

JT-wiI^ araUr ^prN ^f, vPT^«m aigfSr ^ arra^ araf^ f^«nvkidi ajszppr 1 

Hvi'1'1 'H«itn /Rtpi'Hit^*!* l^*tiTnai 3lEzj?Pr 

1 (*iR ^ v5F»T if '?pisf ang ^ ^ *if$cii xlPi4f ^ sfiiPIci f^^fr vfht ^), alk 
^ 3 (»pf<j<ff ar ^ ftcit^ ■gicff’fraraff ^ uTFf afNfSljff ^ ar ’fhf? ^ 

^ ^ m afci^ sm t) 1 

(t^f'flVvji'^cii) aiKPH (Of? m ?>R^ ^flv^ ^ ?T v3f«r afNSr a^f 6 w ^ 3i1lfa> wr 
?ia> f^OIPTT^) 

’a?®T 4 cll«fni|« M'ft«»it ^ 

tRWf 1,2 aff? 3 afteWt ^ 1^ afjHfit ?rt a?^ '^ppt, vdf^ci Ra*it ^ ft u-t^a 'H*i'W 

%-cn5f^ra> arta)^ axj) ^ ^ ^aaw aRiai anaar 1 

4 aftsra fg afr^ anm t, 1,2 aik 3 ^ a^tsra af^afct aiar aR% ^ 
anaaaa> if^—creBf^ia> '^v«i arra^ ^ tpr5t aJfft ajaa ^asw a>aif arf ^ aigwa aiPtai^ci: W'tgd 

anaifi 


aatas^iidi aanait ^jffaanSt) aa a^ 1 

a^ aiHzpFT f^Rtt HwiRd aataaiiefT if f^>a ana^ 1 argi ■g^gfi ifaar ■ya—f^sna aiHRpr, f^siH aiEzraat 

aa ’iFT ff, a?i if afam ?tt aam-arar aalaaiidi if 'aarpl anaif 1 


216 GI/05—5 





34 


THE GAZETTE OF INDIA; EXTRAORDINARY 


[P>\RTn—SEC.3(i)1 


4 

1 . 'HHM f^<€lW 

^ NdRicJNIcRcF RjfR ^ ^ WINW -fcl^ TI^ 3iam I 

aflw f^chi'H xRijff ^ ^ rt<*5'WRd ^ ^ aroTipT f^vdipr ^ ^ M«l>d 

vj 1H*I-^ WT«T 5T ^ ^ I f^erlM if. g«TT 3fh^-f^5lH ^ ^ WITR 

efigf^RT ^ 'H<»>'ir I g^STT ^' 1 'jI —(^ 511*1 SltST^Pf 3Ttqi|'i gl^ ff, f«PI^ cigcl vJM^lVIdi'P ^ vJ'M'A 
^ ^r sftRgr gqc^ ^ ^ift^-tffvQT %TFr tR trast ^itrrafN-f^ f^sIFr ^sisft 
TPRI^ 3)4ffed 3rRT^q5T 3P^Ri»T f^RIT \incTT 11 

1.1 I^Ri®c (^qiv* 

afr? WEIK«I %?nTi ^ t, ^ RHcff vJ^tlKIrM* 'HRIcUll' Hcjf^id th'icfl 11 

RRi>k: arezRR xrff «nil^ alh? f^vnigd aicR—au^ afk ^ afh^ ^ goft ?I 8 IT 

aiRiftd xiLiiiVit siraiRiT ^ i?RajEJFRftg^rjcn%^f^^§n1^?fI^’Hf^f^RRiR^f^4>TiptR 
vjTiiRT I Ri^idli TTRT "R# iflsitRiRjiit (^cmMv^I) aft^ R>r htui^irkit ^ 

I 

1.2 Ttrai^ f^qnj 

1 . 2.1 3JW5!<J<^ g^ ftgin 

viMTiKicH* ^ aisigr wfl wr R>t ^ ^ aflw ^ rt 

^ f^57TT f^siid ^TRif^ ararfecT TPReff rr ai^5T®i ^ gwn siwir 

■siCII^ 4>t aiiq?<4«pai gVTl I '^I aitqqd ^ vj<\4?q'l KRTR ^ <<3^ ^ vjIIVIO — f%?fl 

^ aiqifwa ^Iw R(r|q?Iq (^ 5 lH ^TsTsSI g^ t|>t Hgqid qxdl. ^ RPTR g^BTT «l>t gfe ^ Hml^qj 
ajk/ajarar Hiwf^ (cMtP)<t>d) a?szm^ ^ ^ ^ R^^d Rfcra^t^ f^siH 
alk/aw^ ifi^Iy—Rt^lrl l^giid 'tiq'fr RRiq'l RR *j5^iq>d qj^di; aj'l? '*1^ alN/W I^M'JId ^4 vjI 

■'ifrlqJIq l^glK RRT^ ^ ffNllRWIToft R?! af^aRT RRRTI aTp)c||4 g^^TT f^sSR cPT ^5^4??!, ari^RT^ 
vri^«f) R>rat RT q^ifii'i aflw 4> imraf aur arezRR rjrt 1 1 aiPi4i4 anr m nuiifcrat ^ 

ajKRR (4>qi v>iiv'*ii rjif^i' vjI'A 'dqg*?! rR, S^qdd rfsf afk <^4Iq d9l4>l 4^ I ^siiPiq> alll^rq 

4> aiitiR R? a)Piq)4 gwi 'Iqvn —ftsii*i aisraRt ^>1 ^ dqjdi ^ ijt '^r% yqn R>di RH 

'Mq)di 1 1 aictraT, ^ apfl, cRf 3I8 trt Rjrat rjI ^ Rfldd uiftf (4t) aiaiRi 

^jff) RJI ^ ^giiPlq) WT ailfqrti (^qi miiii 1 

1.2.1.1 tR 

'{<»d«;i4, K?m% aik 5^4>?tR5ifl4)«rH tR afhf?r ^ imi4f rtt steum ft>RT 
VJIT^ 'enfelj I 3jf^ WR ?r, dl ^cfcJgtftjfuTRtcitvjft pT p7 ^^/S(sm 
cw f^<i) I^l2l41( tR f^w? 1%^ir viiH!Ri I 

1.2.1.2 4>4tll cif^ CTSI 




l•ll!l| ‘WHHillM 




[vmil—-^^ 3 ( 0 ] 


MKn TTSTT^ : 
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ai<)6R aft? ?iFii MRlft>^wft aft? 

9iRrt^ ciiMHH ^? apft^ aJh^r ^ prt^ ^ ai^rasT ^ii{ft i 
i^.i.3 5f<i?J^ era 

?g?ra ^ aft? ^ ^rat, ^ ^ara eft w wift gifft ^ 

Hrar) aft? 3}ra?ftapr ?lgf^ q? 3 t=^^ c^ jri^ w aitai^H «iPTr 

1.3 ai^qeft aft? ^?aT — f^UPT arezjjpT 

aif^raift g?en ^^-f^ura aieziJRt ^ aifc»R<w, aiiciR<w ^ aft? argg^ ^g?sir -fftgipr, aieqjpf 

^cfRT 'a4^«np eftn I ft ait^qi f^jpT ^Tcft ^ Ift’t? ^?ft ft, ft ft—vJlfcl afT ?ft ^ —(ft5111 

ipft ?IT >3'MqD VI'MiqPl«l> ft<ft; eWT g?5lT ftW —fftHH 3rE2l?pff, cT18TRr> ft'PSf ?f«M( 'H<l«Pai 
O^Htaftfftlftrai'H), HftRneHqi FT tftsft amr ft fftftJ ansra^ff grqgr ■Hilftlrqtt) RftftT ft araft i 

1.3.1 arra??i^ ^?8n ftg ai^gcft aiejHR 

ar^^iefl aiEiraftf ft 5ft, aira??ra> ^?aT ft^ fftyn aft gprar ft aifftRati aiprapift ^ ftser? ?TH5r 
jnraftRftfti 

1.3.1.1 fFT ?raFft era 

5?Tft arepfeT ijSqt( ^T^FT, 'tiqgftl nfeTftET aft? t^qq 'nqgft) era ^ ?l'eiiqlftq> * 1 Siafe(ftt 
vj'iqi (ulcilftjiii vseH’M F?ft arft) a F^r’ftfft?^ (w(ft(ft>qi aaift aift) cleft a>T 

jpnafttfti 

1.3.1.2 ftefRi efRlFI ?ra 

Frft aieffteT cqqaix ftq'ft arKiFT, ftlesi'ii a 'e*ix“i ailftcT, gerlqjjlfftjIftiqicitMft ajfcqq'i, 
?ff?iFr ??Tnra fftgiH creiT fcifts arftf^ areiraa ftt ft I 

1.3.1.3 aa?ra era 

§?Tft aiepfei ai^’Trft Tife^ftsi, ap^acfift?! (ftra), '§'Pg?fta (ftajft ftftft) uaftl aaia, ?qci 
ftft ewrr aacT tn» ft ft I 

1.3.2 ijiTa* Tg?BTr ftaar-fftyn aitziFi 

ft aisnift aft 'FT afe!^ ?faiffteT fta^^i“i-(^5in Fnft aft aifta^r aj?ft ft ^?nft aft aiftai 
ftift ft, fftRFi arf^ai'il ^?5IT ftaai^-fftUH ajeaaft ft ^ fftar anea aft? aft aa 
fftraftii 

1.3.2.1 ^ Tnmftt 

5?Tft ajePfeT - ^ aft arai, ^j?!ea, atf?ftftf^, aftRiaa-fftfrar aft? 

?a?T •n^^lara, fft?sftta a 'Rnaar ftfta airaJcra ft ft i 

1.3.2.2 ?aiati d(^a>i era 

Frft aiciftf —wiati dT5ia>i era ft 1^ irraffta? ?nn5aft aft aft? ft 

fftat ar ft ^ ft ?ftf^T?s ar ?^Tft}ft?c ft a>Taieaa> aferfftar erar 'wiqci 
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THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II— Sec. 3(i)1 


cffttPTvjff ^ ^ IPM afk ufcil^iiia?! tr jnim ’ft 11 

1.3.2.3 vjId'iM (’I'ljjYlifeHcl) 

3ta'fd — 3n^ R7 aisnrr, ^ ♦iim, ^3^ <31151, ^I5cr (RtTRi) 

'taidl ^ 5^ 1^^ ’ft ^ I 

1.3.2.4 3P?I aPT guiif^qi 

wra anr arft’T’i aflw ^ ^ imrat 5 f>t fftjv ^ ^ ^ ^ 

t I Rjh*! 3f^ ^ afk ^ w ^ 1 33 ^ 1 ?^ ^ #iiw, 

«6«I>I^-rf#q HiM#, nfcRai 3jk sicl; ^5Rjf ^51 vilTW I 

1.4 'ft ^TIPJ, foplft ’Q'JttR ft^rai—fftfTH 315ZIZR 3liq?<4ct> 

^3pft^3ft’TEig>Tftqvji^-fftinTi’Tcft-'’ftfft w^, 3ft^/3iai^^3fN^cnTEi^ , 

’ft ftfl^ ara^flw ^ifci ^ ftt cftr r? ^ ^loft ^ ^tpie^ri: ’g^ 
fftsIH Sltqil'l'i 3liq?q<PCII FPft, 'dqi6'<'’l ^ tcEJ, 'J'ftl ^ c^cmH ftqvjl sjW 
ftw fft>5IT'5«r ^RPT ^ I 

1.5 0ll«Piq) f^<t)I3T eft ^nftsi ’g’feiT ft'I'jigui Ift^fH SJORRt ^ 

1.5.1 *i5“qi ft 3I8PT ifR fftrj <Jiift ft Heel 

’Tg’ftf ft im «rN fftrr ^ ft iifft, aifftgrft ’g’fsii ftttvJigui-fftsiFT ft «idTti tttj Tft^-^5Tftf 
spft’?’^ 3ftw ft ir*nft ^ 3i52i5Fr fft^n wjm i ’ipift ft cPRftf ft siteir r?, ftft ft, 
ft lift fftt? "T? 3iggft 5n3iHm fftxj vintrft 

1.5.2 c>1HHPi<1 > fft^RT ft ft^H 

^i«TPi<f> ft ft^, vifgft ^ ^rg^ft ft ftft ni? ^ir ftfftsi fftrftcr wrnft ftt ft 

f^, 3?fft^ arft^ ftt 3iM!?iR>cii ft ’fiftft I 

1.5.3 f^MUH ftiftf^ft) aigftidd ftg aift^ g^ft ft Tf?ft 

^ cicp aftfeci ^ ft, sjjftcjd ft iiFft 3iY? 3ig^ ftwjR-ftsTH srszraft ePi 
(ftqi urnpiT, sfl?, ■ft?—vJTfsft ft fft *3 ^?ft cfjy writ 'Shtpit i ^?8Tr 

ftwgR-ftsTET aft: tftgft ft ftftftcT aiEwff ft rm vjiHcbift ’TT cnaiPigj aiHRift 

ft yW TJTpRTlft ft ftft aitZRlft ftl Tlft^enftcf ftRR'3TI ^rft’TI I 

1.6 ^tR uftj|?IMi ciiq^lft (vftkicnfl ^ TfftW) ♦ 

fftftt TTRirfftcT ftftl^fts) yftjiviHi ft ft Tg siorpt \jnftlf i ^ ^g?en aiEzpH, 

ft’T-ftfW aiHPjftt ^ *rFT ft, ftt ftjftt Uriftftd UftpRITcTT ft ddRir yTEpiT I » 


... '■ 



[^11—-g^sq)] 


MTO ^ TT'il'Iij : aTOraTr»r 
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5 

1. ^ (^fSjTge:) ^ 3fg5Rif®RT ^*4?) ^ «ira ^ 

l. 1 3)WW^ cR^ 

(i) aiEjRR 3igwn?f afk ^ gjr W6c?tg>'{oi ^nftci t i 

^) ^ ^ ’TFT ^ ^ ?f*nf^ arafSt i 

(3) ^ wOjiJiaft ^#rT, 3ltRT# ^ ^ flg’’?u| | 

(4) ^ aflftry'ij'f vjjtfeF in sr^if^snaif nn l 

( 5 ) ^Fft ?f)t arnnr 45t jjtrt ^ nicR^wr aftfcr^^ ^ ^ iRmflRT ^p# ^ Rti'ji«i, nft 

^ ^ ^ 1^ ?fr -M n>t ^ cnm ^ 1 

(6) ^ gjt ^jqcfST l^f^ wnr? yf^mait in f^RHf n^r n^ n^in 1 

(7) im nrfpn 1 % ^ n>y mpih arfJr^ n^t ifM\qcii mp n^nj 

^ ^ n5t 3il?rc!<s( nro 1 

(8) n^tem vjytiw (ar^RjJ^nO-aJk nc^R^ wnR ^ irt ^ ^ n>t arilr ^mrann (irt 
n><r n^forf i> f^) 1 

(9) nftem ’frafecT ait ^?n ^ ^ UTd^ gsirav^ afk/aisrar ytraK 

(10) n^tenn^ ^ ^f^snaff afisr ^ srf^ afk tre^n 1^ ni^ 

^«€tcfvn>i 

(11) ^ nrn ^ ^ ^ n^r nrmftRT ^rerff^ giRTH, irf^ ^ 1^ I 

( 12 ) n%m f«i*^<)Rni 

(13) n? f^nF»r anzRFT # npfkTff t, % ^ ^nm aiaiiB ^ ?h ^cif # afl^ iif 

%nnfr^^ wnrf^n?cfrn>it ei^ajk^^%#^^n>t 

arfit #fl fvRtfj 1 ^ ^tift apiisnnrsf #1 

( 14 ) ^ vjn^<ftf nrm^rjt 1 
1.2 3itciR4^ ?Rn arcten n5t an ^fraR?r t 

m. ai^nrPtci ql^fNciqi 'm f^rnf ^ n?t ^gnRl i> 3F%n4> im »ii<rr<{i4) ^ ■?rm 
n5t 

m. ir^ ife ariftRarr 13^ nm afr aianR npft^ ^ ^ ^ 11 

n. ai^'HeiH ’ff -Mr ^ ^ ^n»fn ^ nRotin afr? ^ sm n?r amRenr wr ^ ^fntnn ^ 

nf^jin^i 

w. u? f^«iy«i f%, nf^ ajj'tNM ^ <?I'<H 45l^ ^ «ct^>w*Tl4 Ft? cTm 'tiR^ an^ pji’i'^ ^Fft iRT 

vsn^ n5t fsOT n»nf^ ^ ifr ^ ?isn ^ ^ ^ nit aranr ^313^ nfrrf^t^ g>r ncn 
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iiiE GAZErrrEOF India : extraordinary 


[Part II — Sec, 3(i)l 


vjiII^r ifiiPid ^ t, arajf^ 11 

g. aiEq^H Hwif^ci 1 ^ ^ ^rt^rat g>t ai^[»T!prtT 
2 . cfRlfi>l«t> (qi ^<lf^'<f>) 

dTH^ra> q%m ^r ^ ^ tcixj 'asgjpflf^ci wit^ vrm‘ 

aicqRH : 

» 

■?Pft ^ srraraf^:———-?i?i ^ :- * 

: -- 

wn 3TOITJflR^ 

c 

«rreRi (M) 

(1) ^ gfe f 1^ srezpiH ^ fex; { ) 

-c^ vjiMct>i^-tra ^ TO g 

WI5I 1 ^ % SfN IR^ TJ^ ^ 3RRR w 11 

(2) ^PI3Rn/-?PI5t# % 3JE3Jxpf ^TPfteT^ t sfN xft ( ) 

^RTO, g>l| ^51^ TOP?, aiecRH ^ ^ Wof ^ afN ^ 

^ ^ TO xir ^ arf^'iT to 

tp^ ^^Firoi 

(3) ^ 'HRSIdl/'HRSIcTi f <Hlttlf^>t<F (4^c^1PlcFd) R^Sm ^ m^ltviFFt, Hl4tviIXF ^i^T ( ) 

aiN ^ <fi4><ci aif^TOJi, arraN-^^fSrt^ rTfflfT f^PlxiiH* ^ g#RFT aisTOR 

^TTO ?i 8 iT sfpt viiT^ argrisiFi ^ ?n[^ ^i, xat 5 ^ ^r 

1 ^ v5iT t, 'Eiit ^ xTtewi ^ I 

w?«i R<iFi4f ^ f^, argj# ^ g5t vst^tocT ^ 

^ 5 ^ ^3gTO 1,1 risnf^t A ^TORTT / TP=(5Rfr f 
f% xft cft^ TO ^ 4t aiamr XITOfiRT 
^ ^ dMcFI^I ir. MgxiM RTO ^ ^ vjfnptt I 

( 4 ) ^ 5 ^ aieiTOT ‘Fd'W'hM RTO 3?ra># (S^T) amcR mRuIhK ^ BTOfPr gjt ( ) > 

yfcR^RT XT TOT% i> w# f, TO^g tjTar ^toPt 

45llRl^ (?TlO ^ ^ I 

( 5 ) ^ X3q^ SIEqZFT ir’TOT ^ ^ Wifrt f,l ( ) 

>*41*14 ufriPlI^I ^ TOcireR (3iarar aigt tFi Rrtot) : —- 


||U*"N!HiH» P|i fli«ff ipi l‘ 


|fP^FN|F'W| y> ^yi y il M |i|iifp<iif^^iiii| »w V Yinwwfy^l^: t. 




J 








[^ 11 —•gr>g 3 (i)] 


MM’sptTTsm : gramiCT 
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; - / - / - 

?WKR9>Tlt g>r ^ : - 

315^ ^ ???TOR : --: -- / - / 

anraPH ^ H(*i :- 

?nrft ^ eWKlx : - : - / - / 

^ ^ : -- 


nWiwT »IIPIf « 4 NI*I «T. w.) 

^irai witapff ^ f^># ^ Tj^ ?ir ari^ ^ ■53o^ t^^iT 

vaiar 1 1 ^flvT^ «rier yff ^ ^ ferj ar^ql^ ^ si^lfecT 

i*li<i>«l ^ ^ ^ <iai«i ’niT ^ :— 

(9>) ^fRIT 'mVIvjI'iI ?i> ^15^^ ^ ^ SfllPtcl ^ fvjR^f XJ^ TIT 3l1^t^ '(ll^<I 3)q«c| ^ 

^ I ftM"i»i fclXf 3»5*ilRa 'Jii>^ PitjIRd ‘ii'sii 'W mil'll'll' ^ Icnj H'tga R>Xi 'Jii'^ 

^ anspf ^ ^ X5fr f^ ^ afNf^ ^rorf^ q^teror ^rrflTT) ^ ar^HicT Vf 122 ^., ^ 

^) I 

(a)l. f^erfRfT qT5IT ^frflwFff ^ ^ # 9HPl^ ?I^ qg^ ^ ^ 31^ - 31^ 3lj*j1f^'rt f^M«H 

^ ^ arari^ q)f xj^ tS|i^ ^ ^ Mgcfl<iw wTifiti % 5 ii qnm t ^ vsigf qq arari^ 

qft iJtqxir inf?T«j>l tit q^ra>l jif^cT q?r q??xra^ qRwl^ ^ q5t qrqraqr ^ (M 

122 «.. (q)) I ^ cn 5 fRra> q^te®! ^ ^ if RrafRci qrar qrrjtxiiqit ^ ^ ^ qx? xft 

^ qften>ff qSt Rxfi^ q>t xjiTxpft I Tif^ Ri«ifR?T qrar ^ ^tlvirff qq if f^xiupT ^jrn xiTiriT t 
xit ^ ^ if ^ ^ qi^ if X 3 e^ l%TiT xqixpiT (^ qRRre 1 qq 9) I 

2. (^M“H q>f 31^*# ^ xjq^Tt) q^nTH ajf? ^^qxir ariqif xn^ qnxjif 1 

^ qfrjfxjR ^ f^?g if ^i|f ift q€f f^jqr vjiicii ^ clfeq ^ gq affqfSf^ 

^iWfRxi qrar wflxipjt wi if q^, aififg ar^-sicrq) qgqdf ^ qsq if x^ ^ ^qrftq if enrn xqi 
qgr cff Rh«i'i q>f qmTiq dwi ifqxji 3ti«i»^ ^ ansR x^^ xiqiq qff xiit 'H«ticfl 1 M'wiif^d Tnqr 
'M’BM ^ Rfejxdt ^ qSfiM qi^ 3lf^% ’ft H'tgd ^fif | 

3. 3Rl f^fRd qrai ■'d’qfwn'f ^ ■cfH}TRl<I> M'ftHq 3li|R|cI ^ I PfElfRcI ^|t|> 'Htilvii'il 

^ 'BT8I wwrtRlv xi^tepiT qrT% ^ feIXJ Sl^qfcf Ml*ci q>X!^ 3ici'*i—3)ci<i 3|q^q| c^ qR if \aMci«I ^xf^T 

■^xq ftsiR, ftq ftinq’Ffq^ cWT ciraf^ 3riq)^ ^ ^iRRi XR^ ^iqr vsn^ ^ ^im if xjq^ sFPffxjiq 

w ai^Mici 1 5 ^ aifclRq?!, 3Rqfe^ f^xt»di XR^ arfqi^ ^ 50 ) qaq ifq<»>xjq-f^?fiq qf^ sirp# 
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argqicT ^ 3i^-3IcPT d?TT dVlvin ^ ^ vm^ i 

(»t) PisiJRd drar 3fRftvjpit ^ ^ ^ ^rsn? ^ ft errar tit w ^ 

%. fvjl'fl^, T|I ^ 3iq<4qi ^ argtTRT ^ qqel”^ 3181^ XJcp fxt%c#TI ^Tc[T cpI TRdTcI 

^ I Mq>iy ^ PitifRd ♦1l'5(| 3^ ij'i'Ji'll ^ feHJ I^H*'N (■Ml«i’f5i<l) 3 I'^H(cI HI'CI «t>'<'^ ^ h<mRici TJ>t 
■*1^ Rqlii 'n(^a (tiR cr>l4 ^) 'iMyiD aftfrfRi f^rrj ^iTTr^ I ^ 5r^>1% cTstt I^'.j sjjcfj^ 

^ airaiT 51^ ^ onrpft I 

(d) RrafRd Tnw 'HTJl'jut # ^ % ?nRlcT ^ 3 TcFt-3i^ aiwfr (ararar^ 

^ 3fh?f^) W ^ ^ ('H^dl) ^ TTITW ^ WIPt if C3TTIT W t, 

xdMllVl ^ t dSIT ^ aiRlTdT f%# TRPR m ^T^ viH^ TRT Tptt 5R^ ^ ^ I P? 

#TT TRdlf^ TTTdT t CT8IT apTTI^ ^ »tw TrfrRjt TIT T[f^ 

^ MK'wRip ^jrn ^ ^ #imT 11 

?d PltllRd ^ 1^ ^Hl'TJ cfR tr? TTTd^ 3TSICIT xi^ SlfrlRffT 3lfcp^ Tf?! 

3)M!fTI*dl t Tlf^ I^PlfRfT wjpJRf g>T T?^ f<S<t>l4 cT^feR ^ dt f4WT Tl5t 3I'j*TfcI R?! 

TjIT 'M«Pcfl % I 

7 

Bm fl'jdw 

1. TOFT ap4w (rn ^ TOTd 3 f4w d cTT ap^WcB (;^) ) g5T dR. TOT afR dqrf^ 

2. a>i#5i, sRqdTcr aiaidT apri gir dpq aipr tjar. vjf?f oiwRra) R^tepr I^tj : Rrarr, RRiaPR 

afR arjTO, f\jRT^ cTKTRrt Rf^P’r T^ 1^ 3 p4w ST^TT ?IcTT % (RlR>ct1l rRto TOftcIRtrr d?5IT '(iRd «4 Pt 
ajW/TjT sr^cfrait '(iWtJt q>l4 ■dciH I 

3. aieqTH if toPt a>t vRi^ RT# ^ cTTgrRiRT jraPi^TOrT ^i^naff tot aff^r tr^ 1 

4. vl'M aiTdR 'tlPlfci R>T TOT aft^ TOT. vjfT aiEZRd ^ 31^'lqd ofR f^FdR TOftSTT cfR^ ^ vJ'd'{qi4'l ^ I > 

5. aigdgH ^ ^ ^ apTi W'Wf fH^-ararar dq-TO4TO>0 ^ tot, xat ap^R'or if ap^ ?i?iTTcn gr^ i 

6. 3j*^«i<j) giy| R>k[ vn|ii qi<A dittiRiqj R^tenr to TOTdR ?fPfRT aftT aiETTipf >n<stj| (t|R q>l^ ^) | <• 

7. nft4.«!d!: 

R>. cnW^RIT WdR R5t ai^ 7R? TO^TO TOT c^t t afp TOT ^ TTgTO f % IRpI 3TETITH TOT^ ^ 

TOft 3ng??R> ■gjTOlxj Rri%cT 11 if BT7 TOm daS 3I£ZITR ^ R>TOIT/R>#ft TOI TOT andTT dftfcT 

affr RiPiTiiHd) ^ TPft TOii^t ar^rffTO otto i> toi^ 11 
T5. ifOTfTOTTOTTO^ai^7TR3IEqTFTTO%TI^TO?TOf| ifTOTTOX^f%TftRTO7T^aRRTlTXlRR#TOTt 
MiAifdeb aSf TOfRjcT affr wfiapi Rft anro dfiifcT ^ TO%Ti alP fcifecr ar^xfiro /aig^ tor f^ro 
I^RlpTd pff TOPP/TOpfr, RiTOJ dTO 'RTO ^ TOR R^ItoT Rdpr T^ dcTOd TOffeP cPT TOTOTO TOOT 
TO^ ^ TIT TOR f^T^cT Rf^OTpT ^RTO cT^tPTcT tit RTOTOf^ R^ ^ ^ I 
TO. if aiR^ WTO RR ^ cTOi^rTO RflOT RRTO ajPl/aiajRT r44jHU| ^ WTO f I 


■ Wi«ifl|T-f't»+ 4 i 


f filif pii«iTp^.i||t^„ipp ,f, 


'' IM^' 1 fipiMPIll It 


T ji:l|fi|. IbKilU. Ttt«fWMT«qpW^KIHr'' 
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w. ^ ^ CHwlge^) ^ ^ ^ jr^l»T 

^•^«l«iid<»> 'a<i^5f'£it ^ W ^ ^ afr? ^ W 'gPlR'«^d <P'hJ|i/4>'ri*ll ulHqu'fl^Tlj 'heHicI 

^ uinji 

s. ^ (^Pi^iiH«t> afl? #. 4t. ^ aifHR, ar*^ (ofO ^ f? HfcT^yri aig»r^f i> 

BI4tai<fr ^ ^ f^p? tBg*f?T f I 

w. ^ afWSr ^ w%r vjfrt^ aft^ ^ jwraf ^i%tT ar*^^ ^ ^ ^ ^ # 

trarr'^R3i 11 

vJM^Tft ^ ^ aik aig*!^ t, ^larr ^j^terr ^ wras^narf ift ^ 4 <;iRlt*it ^ 

^r ^ ^ w 11 

^ ^ gjt fafk Pi^jiH«»it (TOT ^r. ;n4Eir4 ^ aig^iR hwYvj!*, 

airar?^fTplf^, ai^sim rart^^tararar^^mf^^ HfctP^l^sm^w^etST-’TfPsiT/ Wtawf ^ 
^ ^c»«j / <P4 f d ? » ft I <f Pi-qm ^ir Mi^itR* gm artSi^ 

m(ciPiI5i 4 gm g>r w ^ - qflai filJ# aiEzm ■gjJT 

5f. ^ cTOrf?>ra> 4j|4'4»<*IIMt if Hf MRqtf'fl cWT ’IR^ j|4t^ aiSRT aHT g> f^ viflfecT ^T# 

auTcMil^id ^ ^H'Wiarf ^ ^ # airaR *i#r wppih ^ tl 

afk airan ^?ri5rt% g^r ^||%iw ^ wife! f I 

z. gpT gi^ ^ ajEzrag yjfM g5t gggR i# gi^ # 'fm^gdf ^ araj^B arras^ 

g?f 'tj'ieii alt? ^PjRfld <i>'te‘ii / 4 »'<>>^n I 

B. ^ ciwsiPicp a?^^Wf ^ gifJidil’ ^ «n^ ^T>ft apg ai^isiia^, f^w—Pl^sji^' afh? '«iRI«lq> gg Micid 

'P'C'^ ^ (rt'i 'H6*1C1 ^I 
8. aj'^qtp ^ ai'Jl'cd 'hf^d ^'WusR 


MRftlStf 8 

arraR ^iPiRr 

1.3TngR-3Frt*if^ if ^ ^ gR w ^ig^ ^ I angR-'BfJjftt aig% ^g+qf if ^ T;gj areggr (ait #pqT % gl^ zn 
1^) afk Tjgj ^FR^g ^iRig Pi^gd gj^ | ang ^-{4 if. atm aRnr gf^cr, f^eai/^-Rif^Rir, aff? 

%-^5n^R> ajRtf Pt^-Tg^ ^ BtRj RfiRT Bdf gjt nIciRRd ^ ^ I 

gc?fg> ggidi'j ^ g^ff^^gR ^ airaR gfi|^ g5t aig^ if ^ % gR s ^rg^g Ptnf^Rad gfciPtfiRg 


216 GI/05—6 
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(a) A<iP r <i> 

(n^) 

(JT) 'ri«ii\ii—R s1|R4>/'^—'M'{<pi^I ^ ulclPl|2l'/«;i?jpl<p/3ii'qix/5l4—J|HI 

( 5 ) 3PT 3JI*r ?q1^ 

ficf SiraR-'MPrt^ ^ ^ ^ XJ^ ^ ^5^ ^1^, fvjJ'H<tS\ X5l^/f^!<l«l5lfIT ^ hWP14> ^ 

cFH v3trxFnwT/^i^terJTWH^^t^5T^ifw#^fc!Rga, aMR- 

^ I xif^ sr^lSiw A ^ ^ t ^ ^ sfpi^ ^imr 

wn 11 3ifrlR<w, aftjwpi ^ ^ ai^arrart ^ aiwR xr, ac;ig'<oi ^ 1^, ^ ant # 3ngi#ra> 

anf^; aisf c!a> xFf»a ^ 3?raR—XFiPrt^ ^ ^ ast xinw i 

aiKjxR ^ ?alH?T »n*icff xj? jfcT ^ ^ 5RT 

^ («f5?l(^<i»<ri) x^fteR ?mr xiftam ^ unfiMi* x^ ^ 1 

2 . aiWR flP# IRT cfKHf^l* X5%HX>r ^ ^ f5q ftcjB 

fi)7| 310 —-- 

xHTOFicT aiiraR-?iftfcr/^g?R 3iraR-x3f*ri^ (xjRr ^4^<w 1^, ^ ^ gxT 

RRlf^r^ M’ftei''! (4c?lPi<pR jji<iH) 3TIXI^ 3il4<i*i cH^la • "{Txftsn clWf vifl ^ 

^) xT^terJi dijitny (*rareR ?n^-, wcR - 

(a) xM uiM*T^-xi^ ^ aijHHif&id w# xiiixf (aiqtc ^ 31^ aJk/amw ^ ^ i 

(XT) a>T ^t?R ), dr^a-, xsqfcR - 

(eQ X?(ift nV<xi4H M-Wlf^d X15f^ fyRT^ 31*dX|?i, ^ ^ ^ TTHlf^F ’^t 1 1 

(ff) BEJET ap^qa; ^ aft»iR xift ^ a>T x?TfiE<T i 

(5) BPftoia) ^ xfoar 3F^a^ ^ i 
i^) ai*^a«i><w a*na 5 (af^flns 7) 

ij ^ ^ PlHf^fed XER%rt 


difla— 
^ : 


an^ ^rfxrt^T ^ aTEoar, 
aii^iy 'Mpllci ^ ^T?Ra 'Hftq. 





vrot ^ wnr: arowOT 




- 'Cfftti •!W, 

f*T H<g<1 ■’n? jnCT M'JldUi nqmix ^ V{a<\&i<ci <41^1?! 3RPT ^5^ f I 

anTOR—■'HftRl/'Wd'Ji vHmw—- hPjRi sieznH ^ ipt^, aswR ^ ^ jwr 

'Hd<a ciajT %>ft ^ ^ t?l># ^Rarefn ^ ^ ^ airar ?I5^ # aftf w ’IPT 

■^7^ ^ aifiw 51 ^ ^d«i 'Jin? 1 

^t;’M 3TPIR— 


MRDfld 9 

^ a fti i fini T ^ fim ai ^ 

dm<<n, afl? ^ vtm ^ wi % ajflw 3i«raT RRiWfWi # 

^«n<T^d11^ IRiR 1?»FI ^ t, FFT ?l«2l ^ ^ PPiRT ^ ^ 1^ 3fk f^PtfcWt cTOT »P»«R®I Rfilfil«ff 

^ ^ ^ ^ Rcrcit ^ ^ 11 

ReRdT areqzpT ^ 3I*d*fd aftw ^ ^ cWHf ^ t vilt ^ ;f|^ ^ 

aricT ^ ^ Rid'tl ^“Wtii, ^/iiT iTHifl^iRdi ^R jpiR ^ #ira^ ^ I Rl(^W(?l4f ^ *IW^ 

^ ?WT 4tl?l<n, '(i'«iqft<?>, wlf^ ^gpr 'j|R«i> eWWf, MR'tl^d (TOT dMWW* 

^j€ten^##e) 3Tf^ ^*i wR^fiid) 

gjRifRi^ xsm (qsir *irar RI^rr jRiicft ^ 1^) ?iiRtcr i^ i RRmni ReRcir-^^ R«^uiitM« nfiferoilf ^ 
at ju^Vi Rrjt vfnpn i tftkt<t)i(^4> aisra^ f^, aftro—^ ReRdi ^5<R?ai ^gRRud 9 rR ^ RPf 
i|’ilil''l ^ <IRHWdl Mail'd ?Wf I 

wiR^JitTOT Rr^ af^TO” tRisJ g>t »raRwr ^ ^ 3)^ ^p?jraR \iinpii, Rwdi ^jR 

RT^^, ?ft 3ll(«ai ^ fcl^ ^'«<<>l ’H^<;'HfHeini ^ wlR <p^*ii afk ^ gij arezRH ^ awHt ^ »TOR®f, R^RI ?IW 
'STi'cqc^t 'iMdVi ^ sfliRd ^xii h^Iki ^f*n I 

afhsj—Mqi«J ^ ■R*fiR<T araijRRr >3CHiq'( ^ MgdM ^ Rnj 45t Mntpft, ^ hrrc aMd^tn <<«il ^ 

wiw, arj ^ RcRtiT crit 3i5d> R?^^®nRw> wR^nart a>t ?rR?T 2 R Rl^ Rmar Wlya 

55^1 ■?WR Rra ji^jRR^R aiRsi ^T^^wraRnfRTRRRcT^ T5WT ^Rrt7?pWtj 

RldR^RRIT RTW, aftw—^Risf ^ 3F^ ^ XR a|>t ufT 'H*<fl 11 5R#, aftiw *R ^nwH, an^di ^ JWW 

Rsi v5wg<i»d» aii<Rfr«^sfH, cRiT H<t>iRrti — amydd ^Ri^iRiRrt) ^ «ii(*ici 1 

ari^ yanRsid R>) afRy 'i^rJ ^ rrt ^ y>*T ^ ^ W hriRr> %y ^ h4>i?i — Ryw ali^ (cO 

f^RT ^ PH ^jpyt m vHR-awyed Rr^'IIpiRi^) ^ Rn? afRy xj^ qjt aiRRR^’mftcRir ^ 'SMcW iSfexf 

VJII><<1 I 

viira % JR^d WI, ^fRy XI^ TJT X|>|^^H ^ ^ ^ aPT ifR HRlft^ xr, ^^rpt 12 
^ araRt itiiRd ^Pft afR y-wiRci ^ycr. viftfld ^ sfitRd 'W^ ^Rni s^I^i ^pri aidR ^ Rix? xsiRt vdis'u I 
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niRn vjira ^ '<^'10*1 6 ’IRT ^ ai^f^ ?llPiel I 

afiTO R^isjt ^ ^ ^ f^Rpltw ^HdH 3n^f^»raj JIPT SRT tret risn f^RRW TJcfj v5MiiVl 

-^dtET HijVllrH4) TdT ^ Tit M ^ ddlKd ^ 5^^E^ ^f elEft ^ WI# 31^ TlfslT^ 

^ ai^j'OH ^ I RRPtci ^ *11*1 cft^ ^ ^ ^ ^ ^ aiKp'icp *TET ^ aftr cfluMi ^ stei ^ trkit 

11 TimPRT ^ ^ TEIET ^ cIESt 'TTit RPmfui TlflRT (q) ^ SF^Titft M RTHT^f^ 

vjiiq'ii 3fk *j“ici-di ^ 'ddji<j-T v}Md<£T ^Riq viiiq^ aftr ^ f^wT ^ ?I8IT aimRtcT ^3^ ^ 

''3TT^f)^| 

affw R^isff ^ RW5Rt>r 3ffT Rd'{“l ^ RsRdl areZEET ZR dt aHEIET - «f^ HU|lc^ ^ 3I8M 

^ 3fETH - ^ HU||^ if vinq^ vjfr HWlf^d affcR ^ 3l^TR ^ I f^f^d ^ EET^ RkRcTT 

aiSq^ET - RquM ^ HWlRd Sif^ anrjET ^ IRFT^ viTTqqT I 

dq aftWR^raf aflr f^RPldzil ^ Rerctt q^teRi 

(i) 'HiyK^i MRR«ilciz>1i ^ 3 i4Et rtsrwi ^ 3)i?iRid afhrg r^e# crair f^RiErtcEit ^ apEET 


aEZlRR 

aiEZEET RRRdf^ 

3IEZEETR5t aiRf?! 

4lRi«ll2l 

30* ± 2*C/65%RH ± 5% RH 

12 RET 

cqRd 

40* ± 2*C/75%RH ± 5% RH 

6 RTd 


vTira ^ 6 *i^h 1 ^ «<l>ii*i zjf^ cqRd 'i'SKul hRR^mIcI ^ R>'tTl TEEI ^ mR^cJi ^ f^RT ti>i'('’l ^ vJ^I< 
RRn *iii4)| ^ af^RcET ^ aiTFEf T?dT eft qR ^TSRR sRR^fcl ^ ailriRcm RET ci>t Riq^ft 

cIRT RzrfRT qRcRh HHtT^ ^ Uf^ *ic<li4>d f^ Riq^T I 

(ii) %?5tR^CT ^ ^ 1^ annftcT af^w R^raJ afk RRRidzif ^ aieiEET TEiaSt MRRajf^zjf 

aEZER aiSEHR^ MRRail^zji STSEH q>t 3ig1^ 

<i)»d<t>lRT4> 5'C±3'C 12 RET 

diRcI 25"C±2*C/60%RH+5%RH 6 RET 

(iii) flilRE RU'SK'Ji 1^ vjfi^ ^ aimf^JcT aflw RRaf dan f^RPldirt g>t arszEET MRRaiRTzii 

3I62EET ajEZRET Ti^ qRRaifiEiT 3 Tkeet a?! amiSr 

-20'C±5'C 12 RET 

Ov) -20*C^ a5R RT RSRR ^ aTEiftd aftRET-RdEif RjT ret^-rt-ret^ anRE RT -RRSiT anqRi I 

(w) Rf^Rld a>r ^ZJTT RE^ RT d ja-dJI RE^ ^ MiJRld Rf^ cIEj; ^ ^3da?t ReEdT WR Rrt vifiq'fl cTI% ^RR RT 

d^RE'ZT vJ^MiR R^t eiRfclR ^ RRT^, ddR>t T^RrT RRFT daiT '3RzfET—ajRliT R^ uiMcpi'J) vJHctadr REI^ 

W 'tici> I rl<Ji'< 3EigT d^RE®! ^3dIK RT and ddR^t H-wiRa dRzfET—3IRt^ ^ gET R?! RTiq^ff | 




iti m 


11 tiJM I' Uiiiiriii \iia»m 


[MPTII—75Pg3(i)] 
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enafl^RP ^ in^nft^r ’wraR ^ 

1. g®!T — 

W. cTWfS^ ar TJl!T ?W5P I 

^raraR/3is5tFr alR cTift^I 

ti. inUt^ srf^fraf ^rflcT jfnftvJRj ajk ^ git^ ^ ^ afl^ w 

3IEZRPT ^ ^ 3t’^«l4>li 4>t sfR WIH 3l<ri^fcl 

cTOTp>ra> n4l<l4ll<HI<Jit aft? ajeilJH if ’TFT ^ ?# 3F?T 1^’TT’T aft? /3T8raT ^f^STItj ^ FFT 

2. ^ ?TI?»<ft 

?T4t ^ ^ ?TI%cT ^ ^ ?TT?»<ft 

1 . aft? H-WW-II 

^) f^<{M4«f arg’TW 
^) cihstPkp ai^*TW 

’Fj alNen^ ?TW ^ cTreT^Rj aFf ar ^srl^cfta^ vsrnFTT TT8JT i?T a?T ^ ^ g^f’Ti’T 

H4WK 5i?r »ftvij<{i aria^ ar ^ fft?ni? f^>?rr ^rnf i ^ ’fit ?i^ ?fr §?t at if 1^?n? 

% il!|<b'ij«l f^^H. f^—f^an cWT aftiRT / 'dit^ — ftsIM / ftf^cHI ^ 3F?T — ftsTFpRJ 

^®ff aft? ji»rraai?fT cfit ??t aft?«r ^ at if 5iaR f^a? f^a ar? 'g? 5 iT tfiIf ^ at if a^ ifa i 

2. aiHFFT ar aftf^FPf 

f?T a’T if arezrar feai?’! aft?’Taa? aacft — f^ 5 iPT ?t^ TTi?TPta ^jarr ^ ?il§RT ?ir ar a’f’T 
^fa I H<iT%iw sia^ aififcT 1^ ar ftrft? vSTarjazi if 5 ?t aiHjar a?^ ^ ai?'? aiaa a?i? i 

3 . aRZFFT zft ^^^?ZT (HWPttu ?TeiT zfla) aft? arezrar 1%aT?’T ?f ^Far cf<i5'H<id ?t^ i 

4. ajHFFT ($^>11^*1 

(a) ajKiziH ai?FFT aracfta?: aiaiaT # jiai? ar a^hr after a?^ g(? (arartcT, ?§^, 

ftiff^a anft), aia? ?i^ ar aft?T cFiT Uefta ?T^ if aiaFFT ar TFift-agsff g>f ?T^ 

aft? ai’^a? ?«i?i, JFit’T ^?g ?Fsa w ?ft5^?ft cWT ajeqin g>t aRftzjf ^ naR, an tfit aigft i 
^) aFZFFT ar iraiF 

(n) aiKiaT ^ qVn art aeft ? 5 lcTztf aft? ufSlFiTaff ar ?ifiRT ft^?’? i 

^) aiaiaTftTai5’T#atiffta?-ftF?f : ??rfta?ft’!?tifi?T3iEqaT^fei?^^ftviii$H ^aifift^r 
4»t ft'kIK ^ ^ «l»f ani'ft I 

5. aiEqzT’T vjFRTgazi : ftaR?ga’T?Tgazt^ ji^ft^?Tfir?Tft^?oT?Tft5T, ar’ta’T?«ia?? 3ft??ftt?«i^n?r 

aiEoaT % ’ii*iil«f>ei ft>? Milt ^ (ci? aftfii?T ft?zra ?5 zff ?f3tt ar ’ft 'Se^a ftra aiarr i 

6. ft?ZI ^?g ^ Ml-siai: 

^ aiftcT art ^’TRaa 
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(Q) ^ ^ 

7. 3!CTtHf Pfe^ngrt 7^ ^ ^ vflW I 

g. aiEgzR gimtf^a ^ greq^ET Mqf ^ pw "0I |tj m ^ fe? tx? weqqr ^ 

%qr wtrrr ^w«m m ^ iq#sp»t. (%. 

#. g|t.), cTO#ra> uira ^ gjitr, #r - wn. gn 5m?Mr ^pr? 

gr«gT. HqpT q?g Tirffor gp, qegr ^ ptg#grg «,i!% #! 1 

Po^ ■'iR' ^ 1 % 95 )I ^K!;'‘«l^ “I'H 1. 2 afjf^ iq gr<^ ^ 'g:^'-^' 

arcrg ^ ^ qr ^ ^ ^ g^K^ff g>t g^ gwfg gj^rgr i g? 3rf55cTfetT g>^ gR 3^ ggciT 

giEpn cit 3icT»T ^ grat g>t ^ pg>R stigw g^t vampl i 
ggrar? srfecqpT, gl^ ^ i^, ^ gpt ^ ^ ^ g4g w^. i g# ^ ^ ajtoFft gH sipfgg 

gr?^ t, PF^R g>t gfrnft sik apcgrg ^ Ikq ijp? giRgws utt grnp i 

ggiiTR g5T 3<>Hm ^ t? jjgjjT ^ gspJgrfT g?t wi f^reg gg gR# ^ gk ^ ^ gcngr gw ggiwR gg 
arprag g ^ ^ aieggg g?r wm w g^r i 

9 sjEggg gqgR 

fp) grai ^ ^ ggg - gig^ (grar an^ ggr araf^ pgtnrcggi gggR ^ arafir) ^^ggt ^ aSk / 
gr ggjcft Rif^eHi ^ jeM gg g^ig gk gf^ ^ gggR gkfgr gg gm # s gf^ ?# TiFgfff 
alkg (aikl^), ^ga>t grak, an^, Tigg^ff ^ggir awfi^ ^ gk ^ aikrafer gk i 
(^) aiW^ 3 h^IM afk aftgg ^ k«i^ asaigg. aftggg I%%5 «t g^g »grg gH% <sit gm t, §Tr gk ^ 

ggr Tkt f^ktgiwf gst awgik ^ gig .sikwrgj aflw gg l^f^gm l^gr ggi t. irr 
gk k f^grg^ wnjgr i ^cPig fkRrn, ^T^Rg g5t akwaft 3^k pw ggk ang^ggRra# 
ggcWi kRrr vjnggr i 

(g) afNg t^gramr aisggg ^ fk? gran if wfkg; grar ggck gi afkg ^ gg ^ ^ aiKigg 
kfzFft gg v3gg^ f^jgr vjTTw I 
(g) Pri^ afkg iRRT-l^jgk 

(f) krf^riii :.3TEggg ^ ^kFT kR aflgfSigt g>t apf^ kc?r t ak gkRfeifcWt ^ ai^k gggg 
pgR f^ WT t, gggg afR ggt afURi i aieggg ^ gR ^ amr pk aregisR ^ 

^kR #ft SRT fyR aikl^ ^ pkg g5t ggf# 13ggg f^ggg ^ I gf^ kr^ kf^rwaj! ^ ^ 

^seiaiHe ajgf^ g5t HHikn k grfiRcT k, Ft gk 3^<a k^r giRi gikg i 

(g) «<Hi$l^g pkjgk: pf^ gg krp gkg gk afsggg k apggj afk/gi arkcf pt gg^ 

gg pkfg k>gT pngr ^ i 

(5f) afg«cHi$(^g pf^gk : gR 3f«ggg gjt «ciTfF kRT Pfrar t, kt kR pkkgkrgt if aR^cfiff^ 
w Twmr t ^ pfk^gf^ w aRioikkR k kn? pkfg g5t pp^ gicft k>gr kik ^ PTiTf^ l 

10. pk^ gegk (Pkf^ XI : kgrkg pfrrai^ gegiarf gg ftggg kgr PTPRTI 

pf!»^ gsgr ^ ^pfgR gR% k pp> pf^giarf gg gwfg kwfr Ptiw I 

11. angR kgsjt tig> : klRfc^fecT ^ T1R ^ : 


mmwmwmf IPffffPH|rM 4 iipf|ipii|||iij|Pi|p.ii^||iii| ig. i.i - , ^:‘.^mm t^gpi. i 
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(^) ufifeir/wT^ 

^) anw? 'mPiRi yHRd'l«nH afr? 

^) ar^TRif^ 

(q) 3ri^ cWT jil^qwiJ ^ wiftci q>r ’ftqrftjraT w I 

12. ajszPH q5t »fl4)c;R'i alR 44^«ui; aiejiqH qpfteR*T -^McNi alk uR>qTait ^ ^ ^!W *«*fl<;R<i 

RRtepjff q»t n^iif^d 3ii|^ alR q>N vsr^qr i 

^ R4>r4 TRijiT 3JR I?'?).) 'jjr ^ra4l sritemj <i«ir ^ 5R5 ii nf^t ^ htct ^ ’R^ 

^ artfifiT 1^ vjCT^-a, #. aiR. x^. apcpfcr ajR. xrq;. ^ ^ 

M(fii<^ci eqRri ^ qR ^ cisir aresrJPi #5i4t ajra^ ^ qR 'JScJTB' ^ qR ^ if«t>R «i>i4<ii^ q5t ^>11^ ^ afr? 

’raJft ^ ctr ^ ^ ^ 1^ «nfir t, 5 ^t iR arf^rfcrfeici fipqr ampn i 
ai»4*l‘1> ajHTOH q>T:$e( 3r>tT*ffT aW^<H '^'<1 ^ qi? fvRiq>f qJf anq^q^Kfr % arfSrferf^lcr Rjqr 'JJl4*ii I 

13. 3F4ir»r ^cqK jracR 

^) ai^ii«i vjtqK qq Ra^ui cWT 4<t>f5i*i ^ Rqyur ^ ^41^ 3I*4 <iw?r*i<*> afhq^ ^ ^nft aiqqql ciair RRf^ 
afNf^ afR aiEzm ij jj^ jR>Ff ^ ^ qR arfJrfcf^ | 

(Q) areiRH ^ srfJjcT w 

(q) a»tq<ii q’qi’Bjt A«i>(ui^i. ^qfcR afR «cti^(^'l 

(q) ^ qjt l3iraR q?t cmi ^ q?rqR ififlcir ^Rsor THTTcft 

(s^) 3iKnR TRw! ^ WRur qRRqlj^qi 

(^) 3p4q«!ic*i4> ^5qK qq fi>PJrcii4lH: UM ^5^ q# tiair /^ ^ WRcT ai*4qoi)<«i# 

^3?qT^ qq ^ qR^ ^ ap^TORqj WII^ aSr JRiq ?WT 

^ Ri4?it ^ ^ I 

(Eff) i3q#T % ^ ern? anj ap^qaiiffR; ^^qr<fl w ^QRata ^ ^ 1^ 4tf^ etsit an awH i 

14. 5RT f^a^aoj: 

an^ a)TRi4t ^ aicft ’Hife«ia5)a jrf^ ^ «zfR. ^ anasR aa f^ aar, 

??T^ aRT*f?T 5 ^ ^7^ ^f aa argaia, siaraVaJrRcn aifr: ?mi ’fW) crar ^Tea Tiasft 

aiRT: 4t 1 1 

7Tffera5ta afR ^ f4> aRapff aa f^?^aa ^ %aT afFfJTT a aaa5t RiM Rrt st^ 4t antpft ^ 

Tna ^ aRarftcr f^ at? wafta> aft? 4W aici: % ait ^ f^<^aa 4 aata a>t «n^ arcft 7rifeja>ta «nat ^ 

aftTT ift 1 4 Ra'{“i 4t ifiiPici aj%—a§ca aa tcr, araa arw^ a> fcia aata a5t an^ <i(cfi aafeaatta art^ cisn 
aaia ^ a^ l^fear; TraaR arfaPcRrait. aigaicia a m^. ^ ^ sm am am ^ ^ aaa ^ aif^ ^ 

g^^jjRFa a5t f^fit; af^ atapn aai4 at cfr j%# amRa aa ;^t%a ija a?in? i 
a^ cag;^, at atla^ afctaSt (tpiaf^taai^tfea?) ^k) ^ aaa # aifeaa^la a?ca aa Raaa ^ i 

15. 3p4a^ SRT aaa ^ar (4^ mRRtc r) 

16 . aRflJ^ : areqaa tir, ai^aiRw wiRr a-Kn^ai (M atgaaiRia wrt^ aa4, anft); a>t 
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3IR. cISR 3Rl 3)icJ);g| IR'fiPlicJ} 1^1^ ^ ^ FTK#!^ 

^!Tclf5fcT JRjR ^ 3P?I <rwr^vrft ^ ^IRm ?RPTT I 


11 

cn«P>i^ trften>r ^ auburn ?i?§r arf^ 

1 . ^ 

(^) anemm aiik ur^Tcf (3r*i?H 55 /afr ^ ^■BqTg^, 

(w) 

(^) gR afk/^TT ^ Icllil 

(Ef) m 

2. ajhjir (qr] 

(<fj) aflw ^T ^nlcmcr ^^TPr 

(?3) pfapT, fvjRfc^ (f^^) ^ ■ef^i w ^ «!f^ w 

(»T) ■RT5II ^ 3lh W^ia4 

(Hr) TTiw ^ ’qwiszr f^Hr^i (g|^ w4„ ^ l^toiiro. f^o'^o, f^oTno/feoTO) 

(5) aff^ ^ ^ 

(w) ^ ci?t ?fT^ aft? «nf ^fppi 

(55) efsr e^t ciT^'3 ait? fppi, HIT ^ mHiMfir 

3. aRi gTFEm 

aflw (hiQ ci5t ^ wff^, afNiSrnf ait? ^ ^ T3TT«!Ti'ft 

Tjcf^rsi cRixj (®t^ gm ^ fc35^ afiT/aTr r>^jf 

4. 7!?^^ H%^cT afN^' T1^ff^HIT(a)1) m 


TlfrlffF>HiT(3i1) ^ ^ f^gT»r, f^iRT^ afr? rftsScF Tiari liT g>T (^) ^ ^ (^) 1 
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[^n—'gpjg3(i)] _ W ^ : arorgOT _ 

^ W cKn>ft ^ l^qx"! ^ 3lMiqi, ^ ’ft ^TOcT vjfclQjqi ^ f^Rioc Piqin W 

gj^r 

H f^ O^ Tn (R’twh) 30^ ^ 3ft %ift^ (aft? ?m) 

Mf^3 l ^35% 3ft <TTft?J (aft? ?m) 3T8J3T M(clfft>3l 3ft 

feftefar ('HH'Wi ^ac»T ^) aft? ('HM?^i 53 ; anw ?!^ vHH^ift 

3f^ aRiRnc?, 3Tfft-^ <MlPr3>, ?R. 3l^ ^) 


5. f^rt^ 


^ ^ aft? ^?ft qfiul i Ht 3? <>iM«t) i ft; ft?ft qftsnJT aft?/^ 33 ^ ^ qf^oipr # ’Tt? ^ 1 
^?ft mc13> ftfcb’J, ^ 3>K''I aft? 'Hft’tl 3fftfft>3T % vJ'««p( ?T’TTlft?T ?T3Er; 3^—31^3 ft 33T cfft ?Pft 
?l«3| 

a?’?! 3n*T3>lft : 3ft^ ftt 'H*«if^a aiPT^lft aft 3PTft ^ fftsrf?’? ft '«6iqcii 3ft '^fe ft WiftPlqj vftft fftj 
ajWlft (^) '31 XJc3ft53f ft ^*33^1 ?Tf|cr fftfftWil §fft?RT; fftft3 WHftftf ft 33T cFTFJ 33 383, atlf^ | 

6. 3I«^33> ft ?fftr ft «ft?r 


313 

33T 

icft'ol’l 33? 

(Ift?l3§ldl) 

3rgfn33 3Tlft33ft (c)i§ftRiM affsftf^) ^ ftft 3 ft nrft^r 

^ 33 fftftarw 3xfft 3Tft^ 3n3N ?rfftfft 3ft 3^ 3ft ^g:33T ftft 3ft rlTft^ 

Siftw ft 6'rtH<S1'{ 

: *ft a>3 ft fftpga an335Tft 33cW 3>'<MI a ? fft3 l 4 ft |" 


[3?. ft. 1^33-11014/1 /2003- 41IJ H 35 ft 3313] 

ft3T ^qfnMi, 35333133 

3T3 f<lU4Ul ;— 5^1333 333% 33333^3^35^ ft. 28-10/45-53 (i), 3lfta 21 f33’3T, 1945 ^RT yobiRlW 1%535 
ft aft? sifim ft?ft33 3I.^.f3. 810 ( 31) 3lft^ 13 (<3H<, 2004 513 f%3T 331 311 
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MINISTRY OF HEALTH AND FAMILY 
(Department of Health) 

NOTIFICATION 

New Dellii, the 20th January, 2005 

G.S.R. 32(E).— Whereas a draft of certain rules further to amond the Drugs 
and Cosmetics Rules, 1945 was published, as required by seciion 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1040), in the Gazette of India, 
extraordinary, Part 11, section 3, sub section(i), dated 28'^ August, 2003, ^rntler 
the notification of the Government of India in the Ministry of Heaith and Family 
Welfare (Department of Health), number GSR 694(E), dated the 28*'’ August, 
2003, inviting objections and suggestions from all persons likeiy to be affected 
thereby, before th-a expiry of' a penod of forty five days from tbe date on 'i#hich 
copies of the Official G-^zotte CQ!ttaif !ing tf?e said notification were muscle av^ssable 
to the public; 

And whereas copies of the said Gazette were made available to the public on 

28-8-2003; 

And whereas, objections and suggestions received from the public on the 
said draft rules have been considered by the Central Government, 

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of 
the said Act, the Central Government, after consultation with the Drugs Technical 
Advisory Board, hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945 , namely ^ 

1. (1) These rules may be called the Drugs and Cosmetics (. iind Amendrnenit) 

Rules, 2005. 

(2) They shall come into force on the date of their publication in the Official 

Gazette. 


txiiiiItf 'Puffffff' If i^i- 
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3 In the Dmgs and Cosmetics Rules, 1945 (hereinafter referred to as said rules), 

(1) in Part X-A, after rule 122-DA, the following shall be inserted, namely:-, 

122-DAA. Definition of Clinical trial.- For the purpose of this Part, 
“Clinical trial” means a systematic study of new drug(s) in human 
subject(s) to generate data for discovering and / or verifying the clinical, 
pharmacological (including pharmacodynamic and pharmacokinetic) and 
/or adverse effects with the objective of determining safety and / or 
efficacy of the new drug. “ 

(2) In the said rules for Schedule Y, the following Schedule shall be 
substituted, namely :- 

“SCHEDULE Y 

s[See rules 122A, 122B, 122D, 122DA, 122DAAand 122E] 

REQUIREMENTS AND GUIDELINES FOR PERMISSION TO IMPORT AND / OR 
MANUFACTURE OF NEW DRUGS FOR SALE OR TO UNDERTAKE CLINICAL TRIALS 

1. Application for permission.- (1) Application for permission to import or 
manufacture new drugs for sale or to undertake clinical trials shall be made in 
Form 44 accompanied with following data in acccordance with the appendices, 
namely:- 

(i) chemical and pharmaceutical information as prescribed in item 2 of Appendix I; 

(ii) animal pharmacology data as prescribed in item 3 of Appendix I and Appendix IV, 

(a) specific pharmacological actions as prescribed in item 3.2 of Appendix 
I, and demonstrating, therapeutic potential for humans shalls be 
described according to the animal models and species used. 
Wherever possible, dose-response relationships and ED 50s shall be 
submitted. Special studies conducted to elucidate mode of action shall 
also be described (Appendix IV); 

(b) general pharmacological actions as prescribed in item 3.3 of Appendix 
I and item 1.2 of Appendix IV; 

(c) pharmacokinetic data related to the absorption, distribution, 
metabolism and excretion of the test substance as prescribed in item 
3.5 of Appendix I. Wherever possible, the drug effects shall be 
corelated to the plasma drug concentrations; 

(iii) animal toxicology data as prescribed in item 4 of Appendix I and 
Appendix III; 
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(iv) human Clinical Pharmacology Data as prescribed in items 5,6 and 7 of 
Appendix I and as stated below;- 

(a) for new drug substances discovered in India, clinical trials are required to 
be carried out in India right from Phase I and data should be submitted 
as required under items 1, 2, 3, 4, 5 (data, if any, from other countries), 
and 9 of Appendix I; 

(b) for new drug substances discovered in countries other than India, Phase 
I data as required under items 1, 2, 3, 4, 5 (data from other countries) 
and 9 of Appendix I should be submitted along with the application. 
After submission of Phase I data generated outside India to the 
Licensing Authority, permission may be granted to repeat Phase I trials 
and/or to conduct Phase II trials and subsequently Phase III trials 
concurrently with other global trials for that drug. Phase III trials are 
required to be conducted in India before permission to market the drug in 
India is granted; 

(c) the data required will depend upon the purpose of the new drug 
application . The number'of study subjects and sites to be involved in the 
conduct of clinical trial will depend upon the nature and objective of the 
study. Permission to carry out these trials shall generally be given in 
stages, considering the data emerging from earlier Phase(s): 

(d) application for permission to initiate specific phase of clinical trial should 

also accompany Investigator’s brochure, proposed protocol (Appendix 
X), case record form, study subject’s informed consent document(s) 
(Appendix V), investigator’s undertaking (Appendix VII) and ethics 
committee clearance, if available, (Appendix VIII); 

(e) reports of clinical studies submitted under items 5-8 of Appendix I should 
be in consonance with the format prescribed in Appendix II of this 
Schedule. The study report shall be certified by the Principal Investigator 
or, if no Principal Investigator is designated, then by each of the 
Investigators participating in the study. The certification should 
acknowledge the contents of the report, the accurate presentation of the 
study as undertaken, and express agreement with the conclusions. Each 
page should be numbered; 

(v) regulatory status in other countries as prescribed in item 9.2 of Appendix 
I, including Information in respect of restrictions imposed, if any, on the 
use of the drug in other countries, e.g. dosage limits, exclusion of certain 
age groups, warning about adverse drug reactions,.etc. (item 9.2 of 
Appendix I). Likewise, if the drug has been withdrawn in any country by 
the manufacturer or by regulatory authorities, such information should 
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also be furnished ajong with the reasons and their relevance, if any, to 
India. This information must continue to be submitted by the sponsor to 
the Licensing Authority during the course of marketing of the drug in 
India; 

(vi) the full prescribing information should be submitted as part of the new 
drug application for marketing as prescribed in item 10 of Appendix S. 
The prescribing information (package insert) shall comprise the following 
sections; generic name; composition; dosage form/s, indications; dose 
and method of administration; use in special populations (such as 
pregnant women, lactating women, pediatric patients, geriatric patients 
etc.) ; contra-indications; warnings; precautions; drug interactions; 
undesirable effects; overdose; pharmacodynamic and pharmacokinetic 
properties; incompatibilities; shelf-life; packaging information; storage 
and handling instructions. All package inserts, promotbnal literature and 
patient education material subsequently produced are required to be 
consistent with the contents of the approved full prescribing information. 
The drafts of label and carton texts should comply with provisions of 
rules 96 and 97. After submission and approval by the Licensing 
Authority, no changes in the package insert shall be effected without 
such changes being approved by the Licensing Authority; and 

(vii) complete testing protocol/s for quality control testing together with a 
complete impurity profile and release specifications for the product as 
prescribed in item 11 of Appendix I should be submitted as part of new 
drug application for marketing. Samples of the pure drug substance and 
finished product are to be submitted when desired by the regulatory 
authority. 

(2) If the study drug is intended to be imported for the purposes of examination, test 
or analysis, the application for import of small quantities of drugs for such purpose 
should also be made in Form 12. 

(3) For drugs indicated in life threatening / serious diseases or diseases of special 
relevance to the Indian health scenario, the toxicological and clinical data 
requirements may be abbreviated, deferred or omitted, as deemed appropriate by 
the Licensing Authority. 
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(1) Approval for ellnical trial 

(#) CKriii'cal trsaS ©F'i a niew? diasg shaiiii oniafeted oiniSy atfei' tlite pewis&bini has 
befeni granteid by the Lsce©si«gi Ayfihtorfey y^Kder rt:4s 21 (b)j aitmd the 
approval obtained fmm the resipective etbsc”} committaaCs). Th© Licensing 
Authority as defined shall be inform^ad of the approval cf^f te wspective 
instituliona! ethics comiiitteetE.) as prescrited in Apipendix V1il, and the trial 
initiated at each respective site only after obtaining such an approval for 
that site. The trial site(s) may accept the approval granted to the protocol 
by the ethics committee of another trial sfie or toe approval granted by an 
irtdependent ethics committee (sonstituted as per Appendix Vjll), p,"Ovided 
that the approving ethics committeifs) is/ar© willing to accept their 
responsibilities for the study at such trial sit8(s) and the trial site(s) is/are 
willing to accept such an arrangement and that the protocol version is 
same at all trial sites. 

(ii) All trial lnvestigator(s) should possess appropriate qualifications, training 
and experience and should have access to such investigational and 
treatment facilities as are relevant to the proposed trial protocol. A 
qualified physician (or dentist, when appropriate) who is an investigator 
or a sub-investigator for the trial, should be responsible for all trial-related 
medical (or dental) decisions. Laboratories used for generating date for 
clinical trials should be compliant with Good Laboratory Practices. If 
services of a laboratory or a facilities outside the country are to be 
availed, its/their name(s), address(s) and specific services to be used 
should be stated in the protocol to avail Licensing Authority’s permission 
to send clinical trial related samples to such laboratory(ies) and/or 
facility(ies). In all cases, Information about laboratory(ies) / facilities to 
be used for the trial, if other than those at the investigation site(s), should 
be furnished to the Licensing Authority prior to initiation of trial at such 
site(s). 

(ill) Protocol amendments if become necessary before initiation or during 
the course of a clinical trial, all such amendments should be notified to 
the Licensing Authority in writing along with the approval by the ethics 
committee which has granted the approval for the study. No deviations 
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from or changes to the protocol should be implemented without poor 
written approval of the ethics committee and the Licensing Authority 
except when it is necessary to eliminate immediate hazards to the trial 
Subject(s) or when change(s) involve(s) only logistic or administrative 
aspects of the trial. All such exceptions must be immediately notified to 
the ethics committee as well as to the Licensing Authority. 
Administrative and/or logistic changes in the protocol should be notified 
to the Licensing Authority within 30 days. 

(2) Responsibilities of Sponsofo- 

(i) The clinical trial Sponsor is responsible for implementing and maintaining 
quality assurance systems to ensure that the clinical trial is conducted 
and data generated, documented and reported in compliance with the 
protocol and Good Clinical Practice (GCP) Guidelines issued by the 
Central Drugs Standard Control Organization, Directorate General of 
Health Senrices, Government of India as well as with all applicable 
statutory provisions. Standard operating procedures should be 
documented to ensure compliance with GCP and applicable regulations. 

(ii) Sponsors are required to submit a status report on the clinicar trial 
to the Licensing Authority at the prescribed periodicity. 

(iii) In case of studies prematurely discontinued for any reason 
including tack of commercial interest in pursuing the new drug 
application, a summary report should be submitted within 3 
months. The summary report should provide a brief description of 
ttie study, the number of patients exposed to the drug, dose and 
duration of exposure, details of adverse drug reactions (Appendix 
Xi). if any, and the reason for discontinuation of the study or non¬ 
pursuit of the new drug application; 

(iv) Any unexpected serious adverse event (SAE) (as defined in GCP 
Guidelines) occurring during a clinical trial should be 
communicated promptly (within 14 calendar days) by the Sponsor 
to the Licensing Authority and to the other lnvestigator(s) 
participating in the study (see Appendix XI). 



56_ THE GAZETTE OF INDIA: EXTRAORDINARY _ IPARTn— SEC. 3(i)l 

(3) Responsibilities of the Investipator(s).- The Investigator(s) shall 
be responsible for the conduct of the trial according to the protocol and the 
GCP Guidelines and also for compliance as per the undertaking given in 
Appendix VII. Standard operating procedures are required to be documented by 
the investigators for the tasks performed by them. During and following a subject’s 
participation in a trial, the investigator should ensure that adequate medical care is 
provided to the participant for any adverse events, investigatorts) shad report all 
serious and unexpected adverse events to the Sponsor within 24 hours and to the 
Ethics Committee that accorded approval to t»e stoidy protocol within 7 working days 
of their occurance. 

Informed Consent,- 

(i) In all trials, a freely givren, informed, written consent is required to be obtained from 

each study subject. The Investigator must provide information about the study 
verbally as well as using a patient information sheet, in a language that is non¬ 
technical and understandable by the study subject. The Subject's corssent must be 
obtained in writing using an ‘Informed Consent Form’.. Bott» 'the patient infomiation 
sheet as well as the informed Consent Form should have been approved by the 
ethics committee and furnished to the Licensing Authority. Any changes in the 
informed consent doctments should he appp:jvecJ by the ethics committee and 
submitted to the Licensif^gi Aisthortty before s!.r-b sre imptementod. 

(ii) Where a subject is not able to give informed consent (e.g. an unconscious person 
or a minor or those suffering from severe mentaS illness or disability), the same may 
be obtained from a legally acceptable representative (a legally acceptable 
representative is a person who is able to give osnsent for or authorize arr intervention 
in the patient as provided by the tewfet of todia). the Subject or hioitser tegaSiy 
acceptable representative is unable to read/write - an impartial witness should be 
present during the entire informed consent process who must append his/her 
signatures to the consent form. 

(iii) A checklist of essential elements to be included in the study subject’s informed 
consent document as well as a format for the informed Consent Form for study 
Subjects is given in Appendix V. 


# 
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(5) Responsibilities of the Ethics Committee.' 

(i) It is the responsibility of the ethics committee that reviews and accords its approval 

to a trial protocol to safeguard the rights, safety and well being of all trial subjects. 

The ethics committee should exercise particular care to prot^ the rights, safety and 

well being of all vulnerable subjects participating in the study, e.g., members of a 

group with hierarchical structure (e.g. prisoners, armed forces personnel, staff and 

students of medical, nursing and pharmacy academic institutions), patients with 

incurable diseases, umemployed or impoverished persons, patients in emer^ncy 

situation, ethnic minority groups, homeless persons, nomads, refugees, minors or 

% 

others incapable of personally giving consent. Ethics committee(s) should get 
document ‘standard operating procedures’ and should maintain a record of its 
proceedings. 

(ii) Ethics Committee(s) should make, at appropriate intervals, an ongoing review of 
the trials for which they review the protocol(s). Such a review may be based on the 
periodic study progress reports furnished by the investigators and/or monitoring and 
internal audit reports furnished by the Sponsor and/or by visiting the study sites. 

(ii) In case an ethicS committee revokes its approval accorded to a trial protocol, it 
must record the reasons for doing so and at once communicate such a decision to the 
Investigator as well as to the Licensing Authority. 

(6) Human Pharmacology (Phase i) 

(i) The objective of studies in this Phase is the estimation of safety and tolerability with 
the initial administration of an investigational new drug into human(s). Studies in this 
Phase of development usually have nOri-therapeutic objectives and may be 
conducted in healthy volunteers subjects or certain types of patients. Drugs with 
significant potential toxicity e.g. cytotoxic drugs are usually studied in patients. Phase 
I trials should preferably be carried out by Investigators trained in clinical 
pharmacology with access to the necessary facilities to closely observe and monitor 
the Subjects. 
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(ii) Studies conducted in Phase I, usuaily intended to involve one or a comWriation of 
the following objectives:- 

(a) Maximum tolerated dose; To determine the tolerability of the dose 
range expected to be needed for later clinical studies and to deteromina the 
nature of adverse reactions that can be expected. These studies include 
both single and multiple dose administration. 

(b) Pharmacokinetics, i.e., characterization of a drug’s absorption, 
distribution, metabolism and excretion. Although these studies continue 
throughout the development plan, they should be performed to support 
formulation development and determine pharmacokinetic pararrseters irr 
different age groups to support dosing recommendations. 

(c) Pharmacodynamics: Depending on the drug and the endpoints studied, 
pharmacodynamic studies and studies relating to drug blood levels 
(pharmacokinetic/ pharmacodynamic studies) may be conducted in healthy 
volunteer Subjects or in patients with the target disease. If there are 
appropriate validated indicators of activity and potential efficacy, 
pharmacodynamic data obtained from patients may guide the dosage and 
dose regimen to be applied in later studies. 

(d) Early Measurement of Drug Activity; Preliminary studies of activity or 
potential therapeutic benefit may be conducted! in Phase I as a secondary 
objective. Such studies are generally performed in later Phases but may 
be appropriate when drug activity is readily measurable with a short 
duration of drug exposure in patients at this early stage. 

(7) Therapeutic exploratory trials (Phase II).* 

(i) The primary objective of Phase II trials is to evaluate the effectiveness of a 
drug for a particular indication or indications in patients with the condition under 
study and to determine the common short-term side-effects and risks associated 
with the drug. Studies in Phase II should be conducted in a group of patients 
who are selected by relatively narrow cnteria leading to a relatively 
homogeneous population. These studies should be closely monitored. An 
important goal for this Phase is to determine the dose(s) and regimen for Phase 
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HI trials. Doses used in Phase II are usually (but not always) less than the 
highest doses used in Phase I. 


(ii) Additional objectives of Phase 11 studies can include evaluation of potential 
study endpoints, therapeutic regimens (including concomitant medications) and 
target populations (e.g. mild versus severe disease) for further studies in Phase 
31 iWf i!i. These objectives may be served by exploratory analyses, examining 
subsets of data and by including multiple endpoints in trials. 


(ii) If the application is for conduct of clinical trials as a part of multi-national 
clinical development of the drug, the number of sites and the patients as well as 
the justification for undertaking such trials in India shall be provided to the 
Licensing Authority. 


(8) TherapeytSc confirmatory trials (Phase III).- 

(i) Phase III studies have primary objective of demonstration or confirmation of 
therapeutic benefit(s). Studies in Phase III are designed to confimi the 
preliminary evidence accumulated in Phase II that a drug is safe and effective for 
use in the intended indication and recipient population. These studies should be 
intended to provide an adequate basis for marketing approval. Studies in Phase 
III may else further explore the dose-response relationships (relationships among 
dose, drug concentration in blood and clinical response), use of the drug in wider 
populations, in different stages of disease, or the safety and efficacy of the drug in 
combination with other drug(s). 

(ii) For drugs intended to be administered for long periods, trials involving 
extended exposure to the drug are ordinarily conducted in Phase III, although they 
may be initiated in Phase II. These studies carried out in Phase III complete the 
information needed to support adequate instructions for use of the drug 
(prescribing information). 

(iii) For new drugs approved outside India, Phase III studies need to be carried 
out primarily to generate evidence of efficacy and safety of the drug in Indian 
patients when used as recommended in the prescribing informatiori. Prior to 
conduct of Phase III studies in Indian subjects. Licensing Authority may require 
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pharmacokinetic studies to be undertaken to verify that the data generated in 
Indian population is in conformity with the data already generated abroad. 

(iv) If the application is for the conduct of clinical trials as a part of muHi-national 
clinical development of the drug, the number of sites and patients as well as the 
justification for undertaking such trials in India should be provided to the Licensing 
Authority along with the application. 

(9) Post Marketing Trials (Phase IV).- Post Mari<eting trials are studies (other 
than routine surveillance) performed after drug approval and related to the 
approved indication(s). These trials go beyond the prior demonstration of the 
drug’s safety, efficacy and dose definition. These trials may not be considered 
necessary at the time of new drug approval but may be required by the 
Licensing Authority for optimizing the drug’s use. They may be of any type but 
should have valid scientific objectives. Phase IV trials include additional drug- 
drug interaction(s), dose-response or safety studies and trials designed to 
support use under the approved indication(s), e.g. mortality/morbidity studies, 
epidemiological studies etc. 

3. Studies in special populations: 

Information supporting the use of the drug in children, pregnant women, 
nursing women, elderly patients, patients with renal or other organ systems failure, 
and those on specific concomitant medication is required to be submitted if 
relevant to the clinical profile of the drug and its anticipated usage pattern. Any 
claim sought to be made for the drug product that is not based on data submitted 
under preceding items of this Schedule should be supported by studies included 
under this item of the Schedule (Appendix I, item 8.3). 

(1) Geriatrics.-Geriatric patients should be included in Phase III clinical 
trials (and in Phase II trials, at the Sponsor's option) in meaningful 
numbers, if- 

(a) the disease intended to be treated is characteristically a disease of 
aging; or 

(b) the population to be treated is known to include substantial numbers 
of geriatric patients; or 
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(c) when there is specific reason to expect that conditions common in 
the elderly are likely to be encountered: or 

(d) when the new drug is likely to alter the geriatric patient's response 
(with regard to safety or efficacy) compared with that of the non- 
geiiatric patient. 


(2| Pii©(diliitrics.“ 

(i) The timing of paediatric studies in the new drug development program vtrill 
depend on the medicinal product, the type of disease being treated, safety 
considerations, and the efficacy and safety of available treatments. For a drug 
expected to be used in children, evaluations should be made in the appropriate 
age group. When clinical development is to include studies in children, it is usually 
appropriate to begin with older children before extending the trial to younger 
children and then infants. 

(ii) If the new drug is for diseases predominantly or exclusively affecting paediatric 
patients, clinical trial data should be generated in the paediatric population except 
for initial safety and tolerability data, which will usually be obtained in adults unless 
such initial safety studies in adults would yield little useful information or expose 
them to inappropriate risk. 

(iii) If the new drug is intended to treat serious or life-threatening diseases, 
occurring in both adults and paediatric patients, for which there are currently no or 
limited therapeutic options, paediatric population should be included in the clinical 
trials early, following assessment of initial safety data and reasonable evidence of 
potential benefit. In circumstances where this is not possible, lack of data should 
be justified in detail. 

(iv) If the new drug has a pxstential for use in paediatric patients ~ paediatric 
studies should be conducted. These studies may be initiated at various phases of 
clinical development or after post marketing survelliance in adults jif a safety 
concern exists. In cases where there is limited paediatric data at the time of 
submission of application - more data in paediatric patients would be expected 
after marketing authorisation for use in children is granted. 
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(v) T!i 6 pa€tciiiatiric siiouici! iniciludte! ~ 

(a) dinicai! triais. 

(b) relative bioeqyivalence comparisons of the paediatric formulation with the 
adult formulatiorii performed in adults, and 

(c) definitive pharmacokinetic studies for dose selection across the age 
ranges of paediatric patients in whom the drug is likely to be used. These 
studies should be conducted in the paediatric patient population with the 
disease under study. 

(vi) If the new drug is a major therapeutic advance for the paediatric population - 
the studies should begin early in tfie drug development, and this data should be 
submitted with the new drug application. 

(vii) Paediatric Subjects are legally unable to provide written informed consent, 
arid are dependent on their parent(s)/ legal guardian to assume responsibility for 
their participation in clinical studies. Written informed consent should be obtained 
from the parent/ legal guardian. However, ail paediatric participants should be 
informed to the fullest extent possible about the study in a language and in terms 
that they are able to understand. Where appropriate, paediatric participants should 
additionally assent to enrol in the study. Mature minors and adolescents should 
personally sign and date a separately designed written assent form. Although a 
participant’s wish to withdraw from a study must be respected, there may be 
circumstances in therapeutic studies for serious or life-threatening diseases ir? 
which, in the opinion of the Investigator and parent(s)/ legal guardian, the welfare 
of a pediatric patient would be jeopardized by his or her failing to participate in the 
study. In this situation, continued parental/ legal guardian consent should be 
suificient to allow participation in the study. 

(viii)For clinical trials conducted in the paediatric population, the reviewing ethics 
coiTimittee should include members who are knowledgeable about pediatric, 
ethical, clinical and psychosocial issues. 

(3) Pregnant or nursing women.- 

(i) Pregnant or nursing women should be included in clinical trials only 
when the drug is intended for use by pregnant/nursing women or 
foetuses/nursing infants and where the data generated from women 
who are not pregnant or nursing, is not suitable. 
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(iO For r^w drugs intended for use during pregnancy, follow-up data {pertaining to 
a period appropriate for that drug) on the pregnancy, fetus and child wHI be 
trsquined. Where applicable, excretion of the drug or its metabolites into human 
milk should be examined and the infant should be monitored for predicted 
pharmacological effects of the drug. 

(2) Post Marketing Surveillance.- 

(i) Subsequent to approval of the product, new drugs should be closely 
monitored for their clinical safety once they are marketed. The applicants shall 
furnish Periodic Safety Update Reports (PSURs) in order to- 

(a) report all the relevant new information from appropriate sources; 

(b) relate these data to patient exposure ; 

(c) summarize the market authorization status in different countries and 
any significant variations related to safety; and 

(d) indicate whether changes should be made to product information in 
order to optimize the use of the product. 

(ii) Ordinarily all dosage forms and formulations as well as indications for new 
drugs should be covered in one PSUR. Within the single PSUR separate 
presentations of data for different dosage forms, indications or separate 
population need to be given. 

(iii) All relevant clinical and non-clinical safety data should cover only the period of 
the report (interval data). The PSURs shall be submitted every six months for the 
first two years after approval of the drug is granted to the applicant. For 
subsequent two years - the PSURs need to be submitted annually. Licensing 
authority may extend the total duration of submission of PSURs if it is considered 
necessary in the interest of public health. PSURs due for a period must be 
submitted within 30 calendar days of the last day of the reporting period. However, 
ail cases involving serious unexpected adverse reactions must be reported to the 
licensing authority within 15 days of initial receipt of the information by the 
applicant. If marketing of the new drug is delayed by the applicant after obtaining 
approval to market, such data will have to be provided on the deferred basis 
beginning from the time the r^ew drug is marketed. 
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(iv) New studies specifically planned or conducted to examine a safety issue 
should be described in the PSURs. 

(v) A PSUR should be structured as follows: 

(a) A title page stating: Periodic safety update report for the product, 
applicant’s name, period covered by the report, date of approval of new 
drug, date of marketing of new drug and date of reporting; 

(b) Introduction, 

(c) Current worldwide market authorization status, 

(d) Update of actions taken for safety reasons, 

(e) Changes to reference safety information, 

(f) Estimated patient exposure, 

(g) Presentation of individual case histories, 

(h) Studies, 

(!) Other information, 

(j) Overall safety evaluation. 

(k) Conclusion, 

(l) Appendix providing material relating to indications, dosing, pharmacology 
and other related information. 

(§) Special studies: Bioavaiiabliity / Bioequivafemce Studies.- 

(i) For drugs approved elsewhere in the world and absorbed systemically, 
bioequivalence with the reference formulation should be carried out wherever 
applicable. These studies should be conducted under the labeled conditions of 
administration. Data on the extent of systemic absorption may be required for 
formulations other than those designed for systemic absorption. 

(ii) Evaluation of the effect of food on absorption following oral administration should 
be carried out. Data from dissolution studies should also be submitted for all solid oral 
dosage forms. 

(iii) Dissolution and bioavailability data submitted with the new drug application must 
provide information that assures bioequivaience or establishes bioavailability and 
dosage correlations between the formulation(s) sought to be marketed and those used 
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for clinical trials during clinical development of the product. (See items 8.1, 8.2 and 8.3 
of Appendix I,). 

(iv) All bioavailability and bioequivalence studies should be conducted according to 
the Guidelines for Bioavailability and Bioequivance studies as prescribed. 

Note.- The data requirements stated in this Schedule are expected to provide 
adequate information to evaluate the efficacy, safety and therapeutic rationale of new 
drugs (as defined under rule 122-E) prior to the permission for sale. Depending upon 
the nature of new drugs and disease(s), additional information may be required by the 
Licensing Authority. The applicant shall certify the authencity of the data and 
documents submitted in support of an application for new drug. The Licensing 
Authority reserves the right to reject any data or any document(s) if such data or 
contents of such documents are found to be of doubtfui integrity. 

APPENDIX I 

DATA TO BE SUBMITTED ALONG WITH THE APPLICATION TO CONDUCT 
CLINICAL TRIALS / IMPORT / MANUFACTURE OF NEW DRUGS FOR 
MARKETING IN THE COUNTRY. 

1. Introduction 

A brief description of the drug and the therapeutic class to which it belongs. 

2. Chemical and pharmaceutical information 
2.1. Information on active ingredients 

Drug information (Generic Name, Chemical Name or INN) 

22 . Physicochemical Data 

a. Chemical name and Structure 
Empirical formula 
Molecular weight 

b. Physical properties 
Description 
Solubility 
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Rotation 

Partition coefficient 
Dissociation constant 



2.3. Analytical Data 
Elemental analysis 
Mass spectrum 
NMR spectra 

IR spectra 
UV spectra 

Polymorphic identification 

2.4. Complete monograph specification including 
Identification 

Identity/quantification of impurities 

Enantiomeric purity 

Assay 

2.5. Validations 
Assay method 

Impurity estimation method 

Residual solvent/other volatile impurities (OVI) estimation method 

2.6. Stability Studies (for details refer Appendix IX) 

Final release specification 

Reference standard characterization 
Material safety data sheet 

2.7. Data on Formulation 
Dosage form 
Composition 

Master manufacturing formula 

Details of the formulation (including inactive ingredients) 

In process quality control check 
Finished product specification 
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Excipient compatibility study 
Validation of the analytical method 

Comparative evaluation with international brand(s) or approved Indian brands, 
if applicable 

Pack presentation 

Dissolution 

Assay 

Impurities 

Content uniformity 

pH 

Force degradation study 

Stability evaluation in market intended pack at proposed storage conditions 
Packing specifications 
Process validation 

When the application is for clinical trials only, the international non-proprietary name 
(INN) or generic name, drug category, dosage form and data supporting stability in 
the intended container-closure system for the duration of the clinical trial (information 
covered in item nos. 2.1, 2.3, 2.6, 2.7) are required. 

3. Animal Pharmacology (for details refer Appendix IV) 

3.1. Summary 

3.2. Specific pharmacological actions 

3.3. General pharmacological actions 

3.4. Follow-up and Supplemental Safety Pharmacology Studies 

3.5. Pharmacokinetics: absorption, distribution; metabolism; excretion 

4. Animal Toxicology (for details refer Appendix III) 

4.1. General Aspects 

^4.2. Systemic Toxicity Studies 

4.3. Male Fertility Study 

4.4. Female Reproduction and Developmental Toxicity Studies 

4.5. Local toxicity 

4.6. Allergenicity/Hypersensitivity 
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5. Human / Clinical pharmacology (Phase I) 

5.1. Summary 

5.2. Specific Pharmacological effects 

5.3. General Pharmacological effects 

5.4. Pharmacokinetics, absorption, distribution, metabolism, excretion 

5.5. Pharmacodynamics / early measurement of drug activity 

6. Therapeutic exploratory trials (Phase II) 

6.1. Summary 

6.2. Study report(s) as given in Appendix II 

7. Therapeutic confirmatory trials (Phase III) 

7.1. Summary 

7.2. Individual study reports with listing of sites and Investigators. 

8. Special studies 

8.1. Summary 

8.2. Bio-availability / Bio-equivalence. 

8.3 Other studies e.g. geriatrics, paediatrics, pregnant or nursing women 


9. Regulatory status in other countries 

9.1. Countries where the drug is 

a. Marketed 

b. Approved 

c. Approved as IND 

d. Withdrawn, if any, with reasons 

9.2. Restrictions on use, if any, in countries where marketed /approved 

9.3. Free sale certificate or certificate of analysis, as appropriate. 

10. Prescribing information 
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10.1. Proposed full prescribing information 

10.2. Drafts of labels and cartons 

11. Samples and Testing Protocol/s 

11 . 1 . Samples of pure drug substance and finished product (an equivalent of 50 
clinical doses, or more number of clinical doses if prescribed by the Licensing 
Authority), with testing protocol/s, full impurity profile and release 
specifications. 


NOTES: 

(1) All items may not be applicable to all drugs. For explanation^ refer text 
of Schedule Y. 

(2) For requirements of data to be submitted with application for clinical 
trials refer text of this Schedule. 

APPENDIX IrA 

DATA REQUIRED TO BE SUBMITTED BY AN APPLICANT FOR GRANT OF 
PERMISSION TO IMPORT AND / OR MANUFACTURE A NEW DRUG ALREADY 
APPROVED IN THE COUNTRY. 

1. Introduction 

A brief description of the drug and the therapeutic class 

Z.Ohemical and pharmaceutical information 

2.1 Chemical name, code name or number, if any; non-proprietary or generic 
name, if any, structure; physico-chemical properties 

2.2 Dosage form and its composition 

2.3 Test specifications 

(a) active ingredients 

(b) inactive ingredients 

2.4 Tests for identification of the active ingredients and method of tis assay 

2.5 Outline of the method of manufacture of active ingredients 

2.6 Stability data 
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3. Marketing information 

3.1 Proposed package insert / promotional literature 

3.2 Draft specimen of the label and carton 

4. Special studies conducted with approval of Licensing Authority 

4.1 Bioavailability / Bioequivalence and comparative dissolution studies for 
oral dosage forms 

4.2 Sub-acute animal toxicity studies for intravenous infusions and injectabies 

Appendix II 

STRUCTURE, CONTENTS AND FORMAT FOR CLINICAL STUDY REPORTS 

1. Title Page;- 

This page should contain information about the title of the study, the protocol 
code, name of the investigational product tested, development Phase, 
indication studied, a brief description of the trial design, the start and end date 
of patient accrual and the names of the Sponsor and the participating 
Institutes (Investigators). 

2. Study Synopsis (1 to 2 pages): A brief overview of the study from the protocol 
development to the trial closure should be given here. This section will only 
summarize the important conclusions derived from the study. 

3. Statement of compliance with the ‘Guidelines for Clinical Trials on 
Pharmaceutical Products in India - GCP Guidelines’ issued by the Central 
Drugs Standard Control Organization, Ministry of Health, Government of India. 

4. List of Abbreviations and Definitions 

5. Table of contents 

6. Ethics Committee: 
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This secton should document that the study was conducted in accordance 
with the ethical principles of Declaration of Helsinki. A detailed description of 
the Ethics Committee constitution and date(s) of approvals of trial documents 
for eadi of the participating sites should be provided. A declaration should 
state that EC notifications as per Good Clinical Practice Guidelines issued by 
Central Drugs Standard Control Organization and Ethical Guidelines for 
Biomedical Research on Human Subjects, issued by Indian Council of Medical 
Research have been followed. 

7. Study Team: 

Briefly describe the administrative structure of the study (Investigators, site 
staff. Sponsor/ designates. Central laboratory etc.). 

8. Introduction: 

A brief description of the product development rationale should be given here. 

9. Study Objective: 

A statement describing the overall purpose of the study and the primary and 
secondary objectives to be achieved should be mentioned here. 

10. Investigational Plan: 

This section should describe the overall trial design, the Subject selection 
criteria, the treatment procedures, blinding / randomization techniques if any, 
allowed/ disallowed concomitant treatment, the efficacy and safety criteria 
assessed, the data quality assurance procedures and the statistical methods 
planned for the analysis of the data obtained. 

11. TrialSubjects 

A clear accounting of all trial Subjects who entered the study will be given 
here. Mention should also be made of all cases that were dropouts or protocol 
deviations. Enumerate the patients screened, randomised, and prematurely 
discontinued. State reasons for premature discontinuation of therapy in each 
at^lkssrtTie case. 


12 . 


Efficacy evaluation 
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The results of evaluation of all the efficacy variables will be descnbed in this 
section with appropriate tabular and graphical representation. A brief 
description of the demographic characteristics of the trial patients should also 
be provided along with a listing of patients and observations excluded frorn 
efficacy analysis. 

13. Safety Evaluation 

This section should include the complete list 

13.1 all serious adverse events, whether expected or unexpected and 

13.2 unexpected advese events whether serious or not (compiiled from data 
received as per Appendix XI). 

The comparison of adverse events across study groups may be presented in 
a tabular or graphical form. This section should also give a brief narrative of all 
important events considered related to the investigational product. 

14. Discussion and overall Conclusion 

Discussion of the important -conclusions denved from the trial and scope for 
further development. 

15. List of References 


16. Appendices 

List of Appendices to the Clinical Trial Report 

a. Protocol and amendments 

b. Specimen of Case Record Form 

c. Investigators’ name(s) with contact addresses, phone, email etc. 

d. Patient data listings 

e. List of trial participants treated with investigational product 

f. Discontinued participants 

g. Protocol deviations 

h. CRFs of cases involving death and life threatening adverse event 
cases 

i. Publications from the trial 

j. Important publications referenced in the study 

k. Audit certificate, if available 

l. Investigator’s certificate that he/she has read the report and that the 
report accurately describes the conduct and the results of the study. 
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Appendix HI 

ANIMAL TOXICOLOGY (NON-CLINICAL TOXICITY STUDIES) 

1. General Principles 

Toxicity studies should comply with the norms of Good Laboratory Practice (GLP). 
Briefly, these studies should be performed by suitably trained and qualified staff 
employing properly calibrated and standardized equipment of adequate size and 
capacity. Studies should be done as per written protocols with modifications (if any) 
verifiable retrospectively. Standard operating procedures (SOPs) should be followed 
for all managerial and laboratory tasks related to these studies. Test substances and 
test systems (in-vitro or in-vivo) should be properly characterized and standardized. 
All documents belonging to each study, including its approved protocol, raw data, 
draft report, final report, and histology slides and paraffin tissue blocks should be 
preserved for a minimum of 5 years after marketing of the drug. 

Toxicokinetic studies (generation of pharmacokinetic data either as an integral 
component of the conduct of non-clinical toxicity studies or in specially designed 
studies) should be conducted to assess the systemic exposure achieved in animals 
and its relationship to dose level and the time course of the toxicity study. Other 
objectives of toxicokinetic studies include obtaining data to relate the exposure 
achieved in toxicity studies to toxicological findings and contribute to the assessment 
of the relevance of these findings to clinical safety, to support the choice of species 
and treatment regimen in nonclinical toxicity studies and to provide information which, 
in conjunction with the toxicity findings, contributes to the design of subsequent non- 
clinical toxicity studies. 

1.1 Systemic Toxicity Studies 

1.1.1 Single-dose Toxicity Studies; These studies (see Appendix I item 4.2) should 
be carried out in 2 rodent species (mice and rats) using the same route as 
intended for humans. In addition, unless the intended route of administration 
in humans is only intravenous, at least one more route should be used in one 
of the species to ensure systemic absorption of the drug. This route should 
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depend on the nature of the drug. A limit of 2g/kg (or 10 times the normal 
dose that is intended in humans, whichever is higher) is recommended 
for oral dosing. Animals should be observed for 14 days after the drug 
administration, and minimum lethal dose (MLD) and maximum tolerated dose 
(MTD) should be established. If possible, the target organ of toxicity should 
also be determined. Mortality should be observed for up to 7 days after 
parenteral administration and up to 14 days after oral administration. 
Symptoms, signs and mode of death should be reported, with appropriate 
macroscopic and microscopic findings where necessary. LDio and LD 50 should 
be reported preferably with 95 percent confidence limits. If LD 50 S cannot be 
determined, reasons for the same should be stated. 


The dose causing severe toxic manifestations or death should be defined in 
the case of cytotoxic anticancer agents, and the post-dosing observation 
period should be to 14 days. Mice should first be used for determination of 
MTD. Findings should then be confirmed in rat for establishing linear 
relationship between toxicity and body surface area. In case of nonlinearity, 
data of the more sensitive species should be used to determine the Phase I 
Starting dose. Where rodents are known to be poor predictors of human 
toxicity (e.g., antifolates), or where the cytotoxic drug acts by a novel 
mechanism of action, MTD should be established in non-rodent species. 


1.1.2 Repeated-dose Systemic Toxicity Studies: These studies (see Appendix I, 
item 4.2) should be carried out in at least two mammalian species, of which 
one should be a non-rodent. Dose ranging studies should precede the 14-, 28- 
, 90- or 180- day toxicity studies. Duration of the final systemic toxicity study 
will depend on the duration, therapeutic indication and scale of the proposed 
clinical trial, (see Item 1. 8 ). If a species is known to metabolize the drug in the 
same way as humans, it should be preferred for toxicity studies. 

In repeated-dose toxicity studies the drug should be administered 7 days a 
week by the route intended for clinical use. The number of animals required 
for these studies, i.e. the minimum number of animals on which data should 
be available, is shown in Item 1.9. 
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Wherever applicable, a control group of animals given the vehicle alone 
should be included, and three other groups should be given graded doses of 
the drug. The highest dose should produce observable toxicity; the lowest 
dose should not cause observable toxicity, but should be comparable to the 
intended therapeutic dose in humans or a multiple of it. To make allovt^nce 
for the sensitivity of the species the intermediate dose should cause some 
symptoms, but not gross toxicity or death, and should be placed 
logarithmically between the other two doses. 

The parameters to be monitored and recorded in long-term toxicity studies 
should include behavioral, physiological, biochemical and microscopic 
observations. In case of parenteral drug administration, the sites of injection 
should be Subjected to gross and microscopic examination. Initial and final 
electrocardiogram and fundus examination should be carried out in the non¬ 
rodent species. 

In the case of cytotoxic anticancer agents dosing and study design should be 
in accordance with the proposed clinical schedule in terms of days of 
exposure and number of cycles. Two rodent species may be tested for 
initiating Phase I trials. A non-rodent species should be added if the drug has 
a novel mechanism of action, or if permission for Phase II, III or marketing is 
being sought. 

For most compounds, it is expected that single dose tissue distribution studies 
with sufficient sensitivity and specificity will provide an adequate assessment 
of tissue distribution and the potential for accumulation. Thus, repeated dose 
tissue distribution studies should not be required uniformly for all compounds 
and should only be conducted when appropriate data cannot be derived from 
other sources. Repeated dose studies may be appropriate under certain 
circumstances based on the data from single dose tissue distribution studies, 
toxicity and toxicokinetic studies. The studies may be most appropriate for 
compounds which have an apparently long half life, incomplete elimination or 
unanticipated organ toxicity. 
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Notes: 

(i) Single Dose Toxicity Study: Each group should contain at least 5 animals of 
either sex. At least four graded doses should be given. Animals should be 
exposed to the test substance in a single bolus or by continuous infusion or 
several doses within 24 hours. Animals should be observed for 14 days. 
Signs of intoxication, effect on body weight, gross pathological changes 
should be reported. It is desirable to include histo-pathology of grossly 
affected organs, if any. 

(ii) Dose-ranging Study: Objectives of this study include the identification of 
target organ of toxicity and establishment of MTD for subsequent studies. 

(a) Rodents: Study should be performed in one rodent species (preferably 
rat) by the proposed clinical route of administration. At least four graded 
doses including control should be given, and each dose group as well as 
the vehicle control should consist of a minimum of 5 animals of each sex. 
Animals should be exposed to the test substance daily for 10 consecutive 
days. Highest dose should be the maximum tolerated dose of single-dose 
study. Animals should be observed daily for signs of intoxication (general 
appearance, activity and behaviour etc), and periodically for the body 
weight and laboratory parameters. Gross examination of viscera and 
microscopic examination of affected organs should be done. 

(b) Non-rodents: One male and one female are to be taken for ascending 
Phase MTD study. Dosing should start after initial recording of cage-side 
and laboratory parameters. Starting dose may be 3 to 5 times the 
extrapolated effective dose or MTD (whichever is less), and dose 
escalation in suitable steps should be done every third day after drawing 
the samples for laboratory parameters. Dose should be lowered 
appropriately when clinical or laboratory evidence of toxicity are observed. 
Administration of test substance should then continue for 10 days at the 
well-tolerated dose level following which, samples for laboratory 
parameters should be taken. Sacrifice, autopsy and microscopic 
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examination of affected tissues should be performed as in the case of 
rodents. 

(iii) 14-28 Day repeated-dose toxicity studies; One rodent (6-10/sex/group) 
and one non-rodent (2-3/sex/group) species are needed. Daily dosing 
by proposed clinical route at three dose levels should be done with 
highest dose having observable toxicity, mid-dose between high and low 
dose, and low dose. The doses should preferably be multiples of the 
effective dose and free from toxicity. Observation parameters should 
include cage-side observations, body weight changes, food/water intake, 
blood biochemistry, haematology, and gross and microscopic studies of 
all viscera and tissues. 

(iv) 90-Day repeated-dose toxicity studies; One rodent (15-30/sex/group) 
and one non-rodent (4-6/sex/group) species are needed. Daily dosing 
by proposed clinical route at three graded dose levels should be done. 
In addition to the control a “high-dose-reversal” group and its control 
group should be also included. Parameters should include signs of 
intoxication (general appearance, activity and behaviour etc), body 
weight, food intake, blood biochemical parameters, hematological 
values, urine analysis, organ weights, gross and microscopic study of 
viscera and tissues. Half the animals in “reversal” groups (treated and 
control) should be sacrificed after 14 days of stopping the treatment. 
The remaining animals should be sacrificed after 28 days of stopping the 
treatment or after the recovery of signs and/or clinical pathological 
changes - whichever comes later, and evaluated for the parameters 
used for the main study. 

(v) 180-Day repeated-dose toxicity studies; One rodent (15-30/sex/group) 
and one non-rodent (4-6/sex/group) species are needed. At least 4 
groups, including control, should be taken. Daily dosing by proposed 
clinical route at three graded dose levels should be done. Parameters 
should include signs of intoxication, body weight, food intake, blood 
biochemistry, hematology, urine analysis, organ weights, gross and 
microscopic examination of organs and tissues. 
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1.2 Male Fertility Study 

One rodent species (preferably rat) should be used. Dose selection should be done 
from the results of the previous 14 or 28-day toxicity study in rat. Three dose groups, 
the highest one showing minimal toxicity in systemic studies, and a control group 
should be taken. Each group should consist of 6 adult male animals. Animals should 
be treated with the test substance by the intended route of clinical use for minimum 
28 days and maximum 70 days before they are paired with female animals of proven 
fertility in a ratio of 1:2 for mating. 

Drug treatment of the male animals should continue during pairing. Pairing should be 
continued till the detection of vaginal plug or 10 days, whichever is earlier. Females 
getting thus pregnant should be examined for their fertility index after day 13 of 
gestation. All the male animals should be sacrificed at the end of the study. Weights 
of each testis and epididymis should be separately recorded. Sperms from one 
epididymis should be examined for their motility and morphology. The other 
epididymis and both testes should be examined for their histology. 

1.3 Female Reproduction and Developmental Toxicity Studies 

These studies (see Appendix I. item 4.4) need to be carried out for all drugs proposed 
to be studied or used in women of child bearing age. Segment I, II and III studies 
(see below) are to be performed in albino mice or rats, and segment II study should 
include albino rabbits also as a second test species. 

On the occasion, when the test article is not compatible with the rabbit (e g. antibiotics 
which are effective against gram positive, anaerobic organisms and protozoas) the 
Segment II data in the mouse may be substituted. 

1.3.1 Female Fertility Study (Segment I): The study should be done in one rodent 
species (rat preferred). The drug should be administered to both males and 
females, beginning a sufficient number of days (28 days in males and 14 days in 
females) before mating. Drug treatment should continue during mating and, 
subsequently, during the gestation period. Three graded doses should be used, the 
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highest dose (usually the MTD obtained from previous systemic toxicity studies) 
should not affect general health of the parent animals. At least 15 males and 15 
females should be used per dose group. Control and the treated groups should be 
of similar size. The route of administration should be the same as intended for 
therapeutic use. 

Dams should be allowed to litter and their medication should be continued till the 
weaning of pups. Observations on body weight, food intake, clinical signs of 
intoxication, mating behaviour, progress of gestation/ parturition periods, length of 
gestation, parturition, post-partum health and gross pathology (and histopathology of 
affected organs) of dams should be recorded. The pups from both treated and 
control groups should be observed for general signs of intoxication, sex-wise 
distribution in different treatment groups, body weight, growth parameters, survival, 
gross examination, and autopsy. Histopathology of affected organs should be done. 

1.3.2 Teratogenicity Study (Segment II): One rodent (preferably rat) and one non-rodent 
(rabbit) species are to be used. The drug should be administered throughout the 
period of organogenesis, using three dose levels as described for segment I. The 
highest dose should cause minimum maternal toxicity and the lowest one should be 
proportional to the proposed dose for clinical use in humans or a multiple of it. The 
route of administration should be the same as intended for human therapeutic use. 

The control and the treated groups should consist of at least 20 pregnant rats (or 
mice) and 12 rabbits, on each dose level. All foetuses should to be subjected to 
gross examination, one of the foetuses should be examined for skeletal abnormalities 
and the other half for visceral abnormalities. Observation parameters should 
include; (Dams) signs of intoxication, effect on body weight, effect on food intake, 
examination of uterus, ovaries and uterine contents, number of corpora lutea, 
implantation sites, resorptions (if any); and for the foetuses, the total number, gender, 
body length, weight and gross/ visceral/ skeletal abnormalities, if any. 

1.3.3 Perinatal Study (Segment III): This study is specially recommended if the drug is to 
be given to pregnant or nursing mothers for long periods or where there are 
indications of possible adverse effects on foetal development. One rodent species 
(preferably rat) is needed. Dosing at levels comparable to multiples of human dose 
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should be done by the intended clinical route. At least 4 groups (including control), 
each consisting of 15 dams should be used. The drug should be administered 
throughout the last trimester of pregnancy (from day 15 of gestation) and then the 
dose that causes low foetal loss should be continued throughout lactation and 
weaning. Dams should then be sacrificed and examined as described below. 

One male and one female from each litter of Fi generation (total 15 males and 15 
females in each group) should be selected at weaning and treated with vehicle or test 
substance (at the dose levels described above) throughout their periods of growth to 
sexual maturity, pairing, gestation, parturition and lactation. Mating performance and 
fertility of Fi generation should thus be evaluated to obtain the F 2 generation whose 
growth parameters should be monitored till weaning. The criteria of evaluation should 
be the same as described earlier (3.4.1). 

Animals should be sacrificed at the end of the study and the observation parameters 
should include (Dams) body weight, food intake, general signs of intoxication, 
progress of gestation/ parturition periods and gross pathology (if any); and for pups, 
the clinical signs, sex-wise distribution in dose groups, body weight, growth 
parameters, gross examination, survival and autopsy (if needed) and where 
necessary, histopathology. 

1.4 Local toxicity 

These studies (see Appendix I, item 4.5) are required when the new drug is proposed 
to be used by some special route (other than oral) in humans. The drug should be 
applied to an appropriate site (e.g., skin or vaginal mucous membrane) to determine 
local effects in a suitable species. Typical study designs for these studies should 
include three dose levels and untreated and/ or vehicle control, preferably use of 2 
species, and increasing group size with increase in duration of treatment. Where 
dosing is restricted due to anatomical or humane reasons, or the drug concentration 
cannot be increased beyond a certain level due to the problems of solubility, pH or 
tonicity, a clear statement to this effect should be given. If the drug is absorbed from 
the site of application, appropriate systemic toxicity studies will also be required. 
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Notes: 

(i) Dermal toxicity study: The study should be done in rabbit and rat. Daily 
topical (dermal) application of test substance in its clinical dosage form should 
be done. Test material should be applied on shaved skin covering not less 
than 10% of the total body surface area. Porous gauze dressing should be 
used to hold liquid material in place. ^ Formulations with different 
concentrations (at least 3) of test substance, several fold higher than the 
clinical dosage form should be used. Period of application may vary from 7 to 
90 days depending on the ciinjcal duration of use. Where skin irritatiort is 
grossly visible in the initial studies, a recovery group should be included i»the 
subsequent repeated-dose study. Local signs (erythema, oedema and eschar 
formation) as well as histological examination of sites of application should be 
used for evaluation of results. 

(ii) Photo-allergy or dermal photo-toxicity: It should be tested by Armstrong/ 
Harber Test in guinea pig. This test should be done if the drug or a metabolite 
is related to an agent causing photosensitivity or the nature of action suggests 
such a potential (e.g., drugs to be used in treatment of leucoderma). Pretest 
in 8 animals should screen 4 concentrations (patch application for 2 hours ±15 
min.) with and without UV exposure (10 J/cm^). Observations recorded at 24 
and 48 hours should be used to ascertain highest nonirritant dose. Main test 
should be performed with 10 test animals and 5 controls. Induction with the 
dose selected from pretest should use 0.3 ml/patch for 2 hour ±15 min. 
followed by 10 J/cm^ of UV exposure. This should be repeated on day 0, 
2,4,7,9 and 11 of the test. Animals should be challenged with the same 
concentration of test substance between day 20 to 24 of the test with a similar 
2-hour application followed by exposure to 10 J/cm^ of UV light. Examination 
and grading of erythema and oedema formation at the challenge sites should 
be done 24 and 48 hours after the challenge. A positive control like musk 
ambrett orpsoralin should be used. 

(iii) Vaginal Toxicity Test: Study is to be done in rabbit or dog. Test substance 
should be applied topically (vaginal mucosa) in the form of pessary, cream or 
ointment. Six to ten animals per dose group should be taken. Higher 
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concentrations or several daily applications of test substance should be done 
to achieve multiples of daily human dose. The minimum duration of drug 
treatment is 7 days (more according to clinical use), Subject to a maximum of 
30 days. Observation parameters should include swelling, closure of introitus 
and histopathology of vaginal wall. 

(iv) Rectal Tolerance Test: For all preparations meant for rectal administration 
this test may be performed in rabbits or dogs. Six to ten animals per dose 
group should be taken. Formulation in volume comparable to human dose (or 
the maximum possible volume) should be applied once or several times daily, 
per rectally, to achieve administration of multiples of daily human dose. The 
.linlmum duration of application is 7 days (more according to clinical use). 
Subject to a maximum of 30 days. Size of suppositories may be smaller, but 
the drug content should be several fold higher than the proposed human dose. 
Observation parameters should include clinical signs (sliding on backside), 
signs of pain, blood and/or mucus in faeces, condition of anal 
region/sphincter, gross and (if required) histological examination of rectal 
mucosa. 

(v) Parenteral Drugs: For products meant for intravenous or intramuscular or 
subcutaneous or intradermal injecticn the sites of injection in systemic toxicity 
studies should be specially examined jrossly and microscopically. If needed, 
reversibility of adverse effects may be determined on a case to case basis. 

(vi) Ocular toxicity studies (for products meant for ocular instillation); These 
studies should be carried out in two species, one of which should be the 
albino rabbit which has a sufficiently large conjunctival sac. Direct delivery of 
drug onto the cornea in case of animals having small conjunctival sacs should 
be ensured. Liquids, ointments, gels or soft contact lenses (saturated with 
drug) should be used. Initial single dose application should be done to decide 
the exposure concentrations for repeated-dose studies and the need to 
include a recovery group. Duration of the final study will depend on the 
proposed length of human exposure Subject to a maximum of 90 days. At 
least two different concentrations exceeding the human dose should be used 
for demonstrating the margin of safety. In acute studies, one eye should be 
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used for drug administration and the other kept as control. A separate control 
group should be included in repeated-dose studies. 

Slit-lamp examination shouid be done to detect the changes in cornea, iris and 
aqueous humor. Fluorescent dyes (sodium fluorescein, 0.25 to 1.0%) should 
be used for detecting the defects in surface epithelium of cornea and 
conjunctiva. Changes in intra-ocular tension should be monitored by a 
tonometer. Histological examination of eyes should be done at the end of the 
study after fixation in Davidson’s or Zenker’s fluid. 

(vii) Inhalation toxicity studies: The studies are to be undertaken in one rodent and 
one non-rodent species using the formulation that is to be eventually proposed 
to be marketed. Acute, subacute and chronic toxicity studies should be 
performed according to the intended duration of human exposure. Standard 
systemic toxicity study designs (described above) should be used. Gases and 
vapors should be given in whole body exposure chambers; aerosols are to be 
given by nose-only method. Exposure time and concentrations of test 
substance (limit dose of 5mg/l) should be adjusted to ensure exposure at 
levels comparable to multiples of intended human exposure. Three dose 
groups and a control (plus vehicle control, if needed) are required. Duration of 
exposure may vary Subject to a maximum of 6 hours per day and five days a 
week. Food and water should be withdrawn during the period of exposure to 
test substance. 

Temperature, humidity and flow rate of exposure chamber should be recorded 
and reported. Evidence of exposure with test substance of particle size of 4 
micron (especially for aerosols) with not less that 25% being 1 micron should 
be provided. Effects on respiratory rate, findings of bronchial lavage fluid 
examination, histological examination of respiratory passages and lung tissue 
should be included along with the regular parameters of systemic toxicity 
studies or assessment of margin of safety. 
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1.5 Allergenicity/Hypersensitivity: 

Standard tests include guinea pig maximization test (GPMT) and local lymph node 
assay (LLNA) in mouse. Any one of the two may be done. 

Notes: 

(i) Guinea Pig Maximization Test: The test is to be performed in two steps; first, 
determination of maximum nonirritant and minimum irritant doses, and 
second, the main test. The initial study will also have two components. To 
determine the intradermal induction dose, 4 dose levels should be tested by 
the same route in a batch of 4 male and 4 female animals (2 of each sex 
should be given Freund’s adjuvant). The minimum irritant dose should be 
used for induction. Similarly, a topical minimum irritant dose should be 
determined for challenge. This should be established in 2 males and 2 
females. A minimum of 6 male and 6 female animals per group should be 
used in the main study. One test and one control group should be used. It is 
preferable to have one more positive control group. Intradermal induction 
(day 1) coupled with topical challenge (day 21) should be done. If there is no 
response, re-challenge should be done 7-30 days after the primary challenge. 
Erythema and oedema (individual animal scores as well as maximization 
grading) should be used as evaluation criteria. 

(ii) Local Lymph Node Assay: Mice used in this test should be of the same sex, 
either only males or only females. Drug treatment is to be given on ear skin. 
Three graded doses, the highest being maximum nonirritant dose plus vehicle 
control should be used. A minimum of 6 mice per group should be used. Test 
material should be applied on ear skin on three consecutive days and on day 
5, the draining auricular lymph nodes should be dissected out 5 hours after i.v. 
®H-thymidine or bromo-deoxy-uridine (BrdU). Increase in ®H-thymidine or 
BrdU incorporation should be used as the criterion for evaluation of results. 
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1.6 Genotoxicity 

Genotoxic compounds, in the absence of other data, shall be presumed to be trans¬ 
species carcinogens, implying a hazard to humans. Such compounds need not be 
Subjected to long-term carcinogenicity studies. However, if such a drug is intended to 
be administered for chronic illnesses or otherwise over a long period of time - a 
chronic toxicity study (up to one year) may be necessary to detect early tumorigenic 
effects. 

Genotoxicity tests are in vitro and in vivo tests conducted to detect compounds which 
induce genetic damage directly or indirectly. These tests should enable a hazard 
identification with respect to damage to DNA and its fixation. 

The following standard test battery is generally expected to be conducted: 

(i) A test for gene mutation in bacteria. 

(ii) An in vitro test with cytogenetic evaluation of chromosomal damage with 
mammalian cells or an in vitro mouse lymphoma tk assay. 

(iii) An in vivo test for chromosomal damage using rodent hematopoietic cells. 

Other genotoxicity tests e.g. tests for measurement of DNA adducts, DNA strand 
breaks, DNA repair or recombination serve as options in addition to the standard 
battery for further investigation of genotoxicity test results obtained in the standard 
battery. Only under extreme conditions in which one or more tests comprising the 
standard battery cannot be employed for technical reasons, alternative validated tests 
can serve as substitutes provided sufficient scientific justification should be provided 
to support the argument that a given standard battery test is not appropriate. 

Both h-vitro and in-vivo studies should be done. In-vitro studies should include 
Ames’ Salmonella assay and chromosomal aberrations (CA) in cultured cells. In-vivo 
studies should include micronucleus assay (MNA) or CA in rodent bone marrow. 
Data analysis of CA should include analysis of ‘gaps.’ 
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Cytotoxic anticancer agents: Genotoxicity data are not required before Phase I and II 
trials. But these studies should be completed before applying for Phase III trials. 

Notes: 

Ames’ Test (Reverse mutation assay in Salmonella): S. typhimurium tester strains 
such as TA98, TA100, TA102, TA1535, TA97 or Escherichia coli WP2 uvrA or 
Escherichia coli WP2 uvrA (pKM101) should be used. 

(i) In-vitro exposure (with and without metabolic activation, S9 mix) should be 
done at a minimum of 5 log dose levels. “Solvent” and “positive” control 
should be used. Positive control may include 9-amino-acridine, 2-nitrofluorine, 
sodium azide and mitomycin C, respectively, in the tester strains mentioned 
above. Each set should consist of at least three replicates. A 2.5 fold (or 
more) increase in number of revertants in comparison to spontaneous 
revertants would be considered positive. 

(ii) In-vitro cytogenetic assay : The desired level of toxicity for in vitro cytogenetic 
tests using cell lines should be greater than 50% reduction in cell number or 
culture confluency. For lymphocyte cultures, an inhibition of mitotic index by 
greater than 50% is considered sufficient. It should be performed in CHO cells 
or on human lymphocyte in culture. In-vitro exposure (with and without 
metabolic activation, S9 mix) should be done using a minimum of 3 log doses. 
“Solvent” and “positive” control should be included. A positive control like 
Cyclophosphamide with metabolic activation and Mitomycin C for without 
metabolic activation should be used to give a reproducible and detectable 
increase clastogenic effect over the background which demonstrates the 
sensitivity of the test system. Each set should consist of at least three 
replicates. Increased number of aberrations in metaPhase chromosomes 
should be used as the criteria for evaluation. 

(iii) In-vivo micronucleus assay: One rodent species (preferably mouse) is 
needed. Route of administration of test substance should be the same as 
intended for humans. Five animals per sex per dose groups should be used. 
At least three dose levels, plus “solvent” and “positive” control should be 
tested. A positive control like mitomycin C or cyclophosphamide should be 
used. Dosing should be done on day 1 and 2 of study followed by sacrifice of 
animals 6 hours after the last injection. Bone marrow from both the femora 
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should be taken out, flushed with fetal bovine seaim (20 min.), pelletted and 
smeared on glass slides. Giemsa-MayGruenwald staining should be done 
and increased number of micronuclei in polychromatic erythrocytes (minimum 
1000) should be used as the evaluation criteria. 

(iv) In-vivo cytogenetic assay: One rodent species (preferably rat) is to be used. 
Route of administration of test substance should be the same as intended for 
humans. Five animals/sex/dose groups should be used. At least three dose 
levels, plus “solvent’ and “positive” control should be tested. Positive control 
may include cyclophosphamide. Dosing should be done on day 1 followed by 
intra-peritoneal colchicine administration at 22 hours. Animals should be 
sacrificed 2 hours after colchicine administration. Bone mairow from both the 
femora should be taken out, flushed with hypotonic saline (20 min.), pelletted 
and resuspended in Camoy's fluid. Once again the cells should be pelletted 
and dropped on dean glass slides with a Pasteur pipette. Giemsa staining 
should be done and increased number of aberrations in metaPhase 
chromosomes (minimum 100) should be used as the evaluation criteria. 

1.7 Carcinogenicity (see Appendix I, item 4.8) 

Carcinogenicity studies should be performed for all drugs that are expected to 
be clinically used for more than 6 months as well as for drugs used frequently in 
an intermittent manner in the treatment of chronic or recurrent conditions. 
Carcinogenicity studies are also to be performed for drugs if there is concern 
about their carcinogenic potential emanating from previous demonstration of 
cardnogenic potential in the produd class that is considered relevant to humans 
or where strudure-activity relationship suggests carcinogenic risk or when there 
is evidence of preneoplastic lesions in repeated dose toxicity studies or when 
long-term tissue retention of parent compound or metabolite(s) results in local 
tissue reactions or other pathophysiological responses. For pharmaceuticals 
developed to treat certain serious diseases, Licensing Authority may allow 
carcinogenicity testing to be conducted after marketing permission has been 
granted. 

In instances where the life-expedancy in the indicated population is short (i.e., 
less than 2-3 years) - no long-term carcinogenicity studies may be required. In 
cases where the therapeutic agent for cancer is generally successful and life is 
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significantly prolonged there may be later concerns regarding secondary 
cancers. When such drugs are intended for adjuvant therapy in tumour free 
patients or for prolonged use in non-cancer indications, carcinogenicity studies 
may be / are needed. Completed rodent carcinogenicity studies are not needed 
in advance of the conduct of large scale clinical trials, unless there is special 
concern for the patient population. 

Carcinogenicity studies should be done in a rodent species (preferably rat). 

Mouse may be employed only with proper scientific justification. The selected 
strain of animals should not have a very high or very low incidence of 
spontaneous tumors. 

At least three dose levels should be used. The highest dose should be sub- 
lethal, and it should not reduce the life span of animals by more than 10% of 
expected normal. The lowest dose should be comparable to the intended 
human therapeutic dose or a multiple of it, e.g. 2.5x; to make allowance for the 
sensitivity of the species. The intermediate dose to be placed logarithmically 
between the other two doses. An untreated control and (if indicated) a vehicle 
control group should be included. The drug should be administered 7 days a 
week for a fraction of the life span comparable to the fraction of human life span 
over which the drug is likely to be used therapeutically. Generally, the period of 
dosing should be 24 months for rats and 18 months for mice. 

Observations should include macroscopic changes observed at autopsy and 
detailed histopathology of organs and tissues. Additional tests for 
carcinogenicity (short-term bioassays, neonatal mouse assay or tests employing 
transgenic animals) may also be done depending on their applicability on a case 
to case basis. 

Note: 

Each dose group and concurrent control group not intended to be sacrificed 
early should contain atleast 50 animals of each sex. A high dose sattelite group 
for evaluation of pathology other than neoplasia should contain 20 animals of 
each sex while the sattelite control group should contain 10 animals of each 
sex. Observation parameters should include signs of intoxication, effect on 
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body weight, food intaKe, clinical chemistry parameters, hematology 
parameters, urine analysis, organ weights, gross pathology and detailed 
histopathology. Comprehensive descriptions of benign and malignant tumour 
development, time of their detection, site, dimensions, histological typing etc. 
should be given. 

1.8 Animal toxicity requirements for clinical trials and marketing of a new drug. 


Systemic Toxicity Studies 



Route of 

administration 

Duration of 

proposed human 

administration 

Human 

Phase(s) 

for which 

study is 

proposed 

to be 

conducted 

Long term toxicity 

requirements 

Oral or Parenteral 

or Transdermal 

Single dose or 

several doses in 

one day, Upto 

1wk 

l,ll,lll 

2sp,2wk 


> 1 wk but upto 

2wk 

l,ll,lll 

2sp;4wk 


> 2 wk but upto 

4wk 

l,ll,lll 

2sp;12wk 


Over 1mo 

l,ll,lll 

2sp;24wk 

Inhalation 

(general 

anaesttietics, 

aerosols) 

Upto 2 wk 

l,ll,lll 

2sp;1mo; (Exposure 

time 3h/d, 5d/wk) 


Upto 4wk 

l,ll,lll 

2sp;12wk, (Exposure 

time 6h/d, 5d/wk) 


> 1 4wk 

l,ll,lll 

2sp:24wk, (Exposure 
time 6h/d, 5d/wk) 
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Local Toxicity Studies 


Dermal 

Upto 2 wk 

1,11 

1sp:4wk 

III 

2sp:4wk 

> 2 wk 

1 , 11,111 

2sp;12wk 

Ocular or Otic or 

Upto 2 wk 

1,11 

1 sp;4wk 

Nasal 






III 

2sp;4wk 


> 2 wk 

1 , 11,111 

2sp;12wk 

Vaginal or Rectal 

Upto 2 wk 

1,11 

1sp;4wk 



III 

2sp;4wk 


> 2 wk 

1 , 11,111 

2sp;12wk 


Special Toxicity Studies 


Male Fertility Study; 

• Phase I, II, III in male volunteers/patients 


Female Reproduction and Developmental jcity Studies: 

• Segment II studies in 2 species; rrtas; ii, Hi involving female patients of child¬ 
bearing age. 

• Segment I study; Phase III involving female patients of child-bearing age. 

• Segment III study; Phase ill for drugs to be given to pregnant or nursing 
mothers for long periods or where there are indications of possible adverse 
effects on foetal development. 


Allergenicity/Hypersensitivity; 

• Phase 1,11,111- when there is a cause of concern or for parenteral drugs 
(including dermal application) 

Photo-allergy or dermal photo-toxicity; 

• Phase 1,11. Ill - if the drug or a metabolite is related to an agent causing 
photosensitivity or the nature of action suggests such a potential. 
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Genotoxicity: 

• In-vitro studies - Phase I 

• Both in-vitro and in-vivo - Phase II, III 
arcinogenicity: 

• Phase III - when there is a cause for concern, or when the drug is to be used 
for more than 6 months. 

Abbreviations: sp-species; mo-month; wk-week; d -day; h-hour; I, II, III - Phases of 
clinical trial; 

Note; 1 .Animal toxicity data generated in other countries may be accepted and 
may not be asked to be repeated/duplicated in India on a case to case 
basis depending upon the quality of data and the credentials of the 
laboratory (ies) where such data has been generated. 

2. Requirements for fixed dose combinations are given in Appendix VI. 

1.9 Number of animals required for repeated-dose toxicity studies 


Group 


14-28 days 



84-182 days 


Rodent (Rat) 

Non-rodent 

(Dog or 

Monkey) 

Rodent (Rat) 

Non-rodent 

(Dog or 

Monkey) 

M 

F 

M 

F 

M 

F 

M 

F 

Control 

6- 

6- 

2-3 

2-3 

15- 

15- 

4-6 

4-6 


10 

10 



30 

30 



Low dose 

6- 

6- 

2-3 

2-3 

15- 

15- 

4-6 

4-6 


10 

10 



30 

30 



Intermediate 

6- 

6- 

2-3 

2-3 

15- 

15- 

4-6 

4-6 

dose 

10 

10 



30 

30 



High dose 

6- 

6- 

2-3 

2-3 

15- 

15- 

4-6 

4-6 


10 

10 



30 

30 
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2.0 Laboratory parameters to be included in toxicity studies. 


Haematological parameters 


• Haemoglobin 

• Total RBC 

Count 

• Haematocrit • Reticulocyte 

• Total WBC 

• Differential 

• Platelet • Terminal 

Count 

WBC Count 

Count Bone Marrow 

Examination 

• ESR (Non¬ 

rodents only) 

• General Blood Picture: A special mention of abnormal and 

immature cells should be made. 


• Coagulation Parameters (Non-rodents only); Bleeding Time, Coagulation Time, 


Prothrombin Time, Activated Partial 
Thromboplastin Time 


Urinalysis Parameters 

• Colour • 

Appearance • 

Specific 

Gravity 

• 24-hour 

urinary output 

• Reaction • 

(pH) 

Albumin • 

Sugar 

• Acetone 

• Bile • 

pigments 

Urobilinogen • 

Occult 

Blood 


• Microscopic examination of urinary sediment. 

Blood Biochemical Parameters 

• Glucose • 

Cholesterol • 

Triglycerides 

• HDL 

Cholesterol 

(Non-rodents 

only) 

• LDL 

Bilirubin • 

SGPT (ALT) 

• SGOT 
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Cholesterol 

(Non-rodents 

only) 



(AST) 

• Alkaline 

Phosphatase 

(ALP) 

• GGT (Non¬ 

rodents only) 

• Blood Urea 

Nitrogen 

• Creatinine 

• Total 

Proteins 

• Albumin 

• Globulin 

(Calculated 

values) 

• Sodium 

• Potassium 

• Phosphorus 

• Calcium 



Gross and Microscopic Pathology 


• Brain*: 

Cerebrum, 

cerebellum, 

Midbrain 

• (Spinal 

Cord) 

• Eye 

• (Middle 

Ear) 

• Thyroid 

• (Parathyroid) 

• Spleen* 

• Thymus 

• Adrenal* 

• (Pancreas) 

• (Trachea) 

• Lung* 

.* Heart* 

• Aorta 

• Oesophagus 

• Stomach 

• Duodenum 

• Jejunum 

• Terminal 

ileum 

• Colon 

• (Rectum) 

• Liver* 

• Kidney* 

• Urinary 

bladder 

• Epididymis 

• Testis* 

• Ovary 

• Uterus* 

• Skin 

• Mammary 

• Mesenteric 

• Skeletal 


gland 

lymph node 

muscle 


* Organs marked with an asterisk should be weighed. 

0 Organs listed in parenthesis should be examined if indicated by the nature of the drug 
or observed effects. 

Non-clinical toxicity testing and safety evaluation data of an IND needed for the 
conduct of different phases of clinical trials 
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Note: Refer Appendix III (Points 1.1 through 1.7 and tables 1.8 and 1.9) for essential 
features of study designs of the non-clinical toxicity studies listed below. 

For Phase I Clinical Trials 

Systemic Toxicity studies 

i. Single dose toxicity studies 

ii. Dose Ranging Studies 

iii. Repeat-dose systemic toxicity studies of appropriate duration to support the 

duration to support the duration of proposed human exposure. • 

1 

Male fertility study 
In-vitro genotoxicity tests 

Relevant local toxicity studies with proposed route of clinical application 
(duration depending on proposed length of clinical exposure) 

’ Allergenicity/Hypersensitivity tests (when there is a cause for concern or for 
parenteral drugs, including dermal application) 

Photo-allergy or dermal photo-toxicity test (if the drug or a metabolite is 
related to an agent causing photosensitivity or the nature of action suggests such a 
potential) 

For Phase II Clinical Trials 

Provide a summary of all the non-clinical safety data (listed above) already 
submitted while obtaining the permissions for Phase I trial, with appropriate 
references. 

In case of an application for directly starting a Phase II trial - complete details 
of the non-clinical safety data needed for obtaining the permission for Phase I trial, as 
per the list provided above must be submitted. * 

Repeat-dose systemic toxicity studies of appropriate duration to support the 
duration of proposed human exposure 
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In-vh/o genotoxicity tests 

Segment II reproductive/developmental toxicity study (if female patients of 
. child bearing age are going to be involved) 

For Phase III Clinical Trials 

Provide a summary of all the non-clinical safety data (listed above) already 
submitted while obtaining the permissions for Phase I and II trials, with appropriate 
references. 

In case of an application for directly initiating a Phase III trial • complete details 
of the non-clinical safety data needed for obtaining the permissions for Phase I and II 
trials, as per the list provided above must be provided. 

Repeat-dose systemic toxicity studies of appropriate duration to support the 
duration of proposed human exposure 

Reproductive/developmental toxicity studies 

Segment I (if female patients of child bearing age are going to be involved), and 
Segment III (for drugs to be given to pregnant or nursing mothers or where there are 
indications of possible adverse effects on foetal development) 

Carcinogenicity studies (when there is a cause for concern or when the drug is 
to be used for more than 6 months) 

For Phase iV Clinical Trials 

Provide a summary of all the non-clinical safety data (listed above) already 
submitted while obtaining the permissions for Phase I, II and III trials, with appropriate 
references. 

In case an application is made for initiating the Phase IV trial, complete details of the 
non-clinical safety data needed for obtaining the permissions for Phase I, II and III 
trials, as per the list provided above must be submitted. 
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Application Of Good Laboratory Practices (GLP) 

The animal studies be conducted in an accredited laboratory. Where the safety 
pharmacology studies are part of toxicology studies, these studies should also be 
conducted in an accredited laboratory. 

Appendix IV 

ANIMAL PHARMACOLOGY 
1. General Principles 

Specific and general pharmacological studies should be conducted to support use of 
therapeutics in humans. In the early stages of drug development enough information 
may not be available to rationally select study design for safety assessment. In such a 
situation, a general approach to safety pharmacology studies can be applied. Safety 
pharmacology studies are studies that investigate potential undesirable 
pharmacodynamic effects of a substance on physiological functions in relation to 
exposure within the therapeutic range or above. 

1.1 Specific Pharmacological Actions 

Specific pharmacological actions are those which demonstrate the therapeutic 
potential for humans. 

The specific studies that should be conducted and their design will be different 
based on the individual properties and intended uses of investigational drug. 
Scientifically validated methods should be used. The use of new technologies 
and methodologies in accordance with sound scientific principles should be 
preferred. 

1.2 General Pharmacological Actions 
1.2.1 Essential Safety Pharmacology 

Safety pharmacology studies need to be conducted to investigate the potential 
undesirable pharmacodynamic effects of a substance on physiological functions in 
relation to exposure within the therapeutic range and above. These studies should be 
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designed to identify undesirable pharmacodynamic properties of a substance that 
may have relevance to its human safety; to evaluate adverse pharmacodynamic 
and/or pathophysiological effects observed in toxicology and/or clinical studies; and to 
investigate the mechanism of the adverse pharmacodynamic effects observed and/or 
suspected. 

The aim of the essential safety pharmacology is to study the effects of the test drug 
on vital functions. Vital organ systems such as cardiovascular, respiratory and central 
nervous systems should be studied. Essential safety pharmacology studies may be 
excluded or supplemented based on scientific rationale. Also, the exclusion of certain 
test(s) or exploration(s) of certain organs, systems or functions should be scientifically 
justified. 

1.2.1.1 Cardiovascular System 

Effects of the investigational drug should be studied on blood pressure, heart 
rate, and the electrocardiogram. If possible in vitro, in vivo and/or ex vivo 
methods including electrophysiology should also be considered. 

1.2.1.2 Central Nervous System 

Effects of the investigational drug should be studied on motor activity, 
behavioral changes, coordination, sensory and motor reflex responses 
and body temperature. 

1.2.1.3 Respiratory System 

Effects of the investigational drug on respiratory rate and other 
functions such as tidal volume and hemoglobin oxygen saturation 
should be studied. 

1.3 Follow-up and Supplemental Safety Pharmacology Studies 

In addition to the essential safety pharmacological studies, additional 
supplemental and follow-up safety pharmacology studies may need to 
be conducted as appropriate. These depend on the pharmacological 
properties or chemical class of the test substance, and the data 
generated from safety pharmacology studies, clinical trials. 


216 GI/05—13 
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pharmacovigilance, experimental in vitro or in vivo studies, or from 
literature reports. 

1.3.1 Follow-up Studies For Essential Safety Pharmacology 
Follow-up studies provide additional information or a better 
understanding than that provided by the essential safety 
pharmacology. 

1.3.1.1 Cardiovascular System 

These include ventricular contractility, vascular resistance and the 
effects of chemical mediators, their agonists and antagonists on the 
cardiovascular system. 

1.3.1.2 Central Nervous System 

These include behavioral studies , learning and memory, 
electrophysiology studies , neurochemistry and ligand binding studies. 

1.3.1.3 Respiratory System 

These include airway resistance, compliance, pulmonary arterial 
pressure, blood gases and blood pH. 

1.3.2 Supplemental Safety PhafiTiacoiogy Studies 
These studies are required investigate the possible adverse 
pharmacological effects that are not assessed in the essential safety 
pharmacological studies and are a cause for concern. 

1.3.2.1 Urinary System 

These include urine volume, specific gravity, osmolality, pH, proteins, 
cytology and blood urea nitrogen, creatinine and plasma proteins 
estimation. 

1.3.2.2 Autonomic Nervous System 

These include binding to receptors relevant for the autonomic nervous 
system, and functional response to agonist or antagonist responses in 
vivo or in vitro, and effects of direct stimulation of autonomic nerves and 
their effects on cardiovascular responses. 
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1.3.2.3 Gastrointestinal System 

These include studies on gastric secretion, gastric pH measurement, 
gastric mucosal examination, bile secretion, gastric emptying time in 
vivo and ileocaecal contraction in vitro. 

1.3.2.4 Other Organ Systems 

Effects of the investigational drug on organ systems not investigated 
elsewhere should be assessed when there is a cause for concern. For 
example dependency potential, skeletal muscle, immune and endocrine 
functions may be investigated. 

1.4 Conditions Under Which Safety Pharmacology Studies Are Not 
Necessary 

Safety pharmacology studies are usually not required for locally applied 
agents e.g. dermal or ocular, in cases when the pharmacology of the 
investigational drug is well known, and/or when systemic absorption 
from the site of application is low. Safety pharmacology testing is also 
not necessary. In the case of a new derivative having similar 
pharmacokinetics and pharmacodynamics. 

1.5 Timing Of Safety Pharmacology Studies In Relation To Clinical 
Development 

1.5.1 Prior To First Administration In Humans 

The effects of an investigational drug on the vital functions listed in the 
essential safety pharmacology should be studied prior to first 
administration in humans. Any follow-up or supplemental studies 
identified, should be conducted if necessary, based on a cause for 
concern. 


1.5.2 During Clinical Development 
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Additional investigations may be warranted to clarify observed or 
suspected adverse effects in animals and humans during clinical 
development 


1.5.3 Before applying for marketing Approval 

Follow-up and supplemental safety pharmacology studies should be 

assessed prior to approval unless not required, in which case this / 

should be justified. Available information from toxicology studies 

addressing safety pharmacology endpoints or information from clinical » 

studies can replace such studies. 

1.6 Application Of Good Laboratory Practices (GLP) 

The animal studies be conducted in an accredited laboratory. Where the 
safety pharmacology studies are part of toxicology studies, these studies 
should also be conducted in an accredited laboratory. 


Appendix V 

INFORMED CONSENT 

1. Checklist for study Subject’s informed consent documents 
1.1 Essential Elements: 

1. Statement that the study involves research and explanation of the 
purpose of the research 

2. Expected duration of the Subject’s participation 

3. Description of the procedures to be followed, including all invasive 
procedures and 

4. Description of any reasonably foreseeable risks or discomforts to the 
Subject 




..rvT'"Tr .... 


(.i.f ,J, nj,. 



[MFrn—-gTJgsd)] 




101 


5. Description of any benefits to the Subject or others reasonably 
expected from research. If no benefit is expected Subject should be 
made aware of this. 

6. Disclosure of specific appropriate alternative procedures or therapies 
available to the Subject. 

7. Statement describing the extent to which confidentiality of records 
identifying the Subject will be maintained and who will have access to 
Subject’s medical records 

8. Trial treatment schedule(s) and the probability for random assignment 
to each treatment (for randomized trials) 

9. Compensation and/or treatment(s) available to the Subject in the event 
of a trial-related injury 

10. An explanation about whom to contact for trial related queries, rights of 
Subjects and in the event of any injury 

11. The anticipated prorated payment, if any, to the Subject for participating 
in the trial 

12. Subject's responsibilities on participation in the trial 

13. Statement that participation is voluntary, that the subject can withdraw 
from the study at any time and that refusal to participate will not involve 
any penalty or loss of benefits to which the Subject is otherwise entitled 

14. Any other pertinent information 

1.2 Additional elements, which may be required 

a. Statement of foreseeable circumstances under which the Subject’s 
participation may be terminated by the Investigator without the Subject's 
consent. 

b. Additional costs to the Subject that may result from participation in the 

study. 

c. The consequences of a Subject’s decision to withdraw from the research and 

procedures for orderly termination of participation by Subject. 
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d. Statement that the Subject or Subject's representative will be notified in 

« 

a timely manner if significant new findings develop during the course of 
the research which may affect the Subject’s willingness to continue 
participation will be provided. 

e. A statement that the particular treatment or procedure may involve risks 
to the Subject (or to the embryo or fetus, if the Subject is or may become 
pregnant), which are currently unforeseeable 

f. Approximate number of Subjects enrolled in the study 

2. Format of informed consent form for Subjects participating in a clinical trial 

Informed Consent form to participate in a clinical trial 
Study Title: 

Study Number: 

Subject’s Initials;_ Subject’s Name:_ 


Date of Birth / Age: 


Please initial 
box (Subject) 

(i) I confirm that I have read and understood the information [ ] 

sheet dated _ for the above study and have had the 

opportunity to ask questions. 

(ii) I understand that my participation in the study is voluntary [ ] 

and that I am free to withdraw at any time, without giving any 

reason, without my medical care or legal rights being 
affected. 


•in: 
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(iii) I understand that the Sponsor of the clinical trial, others [ ] 

working on the Sponsor’s behalf, the Ethics Committee and 

the regulatory authorities will not need my permission to look 
at my health records both in respect of the current study and 
any further research that may be conducted in relation to it, 
even if I withdraw from the trial. I agree to this access. 

However, I understand that my identity will not be revealed in 
any information released to third parties or published. 

(iv) I agree not to restrict the use of any data or results that arise [ ] 

from this study provided such a use is only for scientific 
purpose(s) 

(v) I agree to take part in the above study. [ ] 


Signature (or Thumb impression) of the Subject/Legally Acceptable 
Representative:_ 

Date: / / _ 

Signatory’s Name: 


Signature of the Investigator: 
/ / 


Date: 


Study 


Investigator’s 


Name: 


Signature of the 
Date: / /_ 


Witness 
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Witness; 


of 


the 


Appendix VI 

FIXED DOSE COMBINATIONS (FDCs) 

Fixed Dose Combinations refer to products containing one or more active ingredients 
used for a particular indication(s). FDCs can be divided into the following groups and 
data required for approval for marketing is described below; 

(a) The first group of FDCs includes those in which one or more of the active 
ingredients is a new drug. For such FDCs to be approved for marketing data 
to be submitted will be similar to data required for any new drug (including 
clinical trials) [see rule 122E, item (a)]. 

(b) (i) The second group FDCs includes those in which active ingredients already 
approved/marketed individually are combined for the first time, for a particular 
claim and where the ingredients are likely to have significant interaction of a 
pharmacodynamic or pharmacokinetic nature [see rule 122E, item (c)]. If 
clinical trials have been carried out with the FDC in other countries, reports of 
such trials should be submitted. If the FDC is marketed abroad, the regulatory 
status in other countries should be stated, (see Appendix I, item 9). 

(ii) For marketing permission, appropriate chemical and pharmaceutical data 
will be submitted. In case such a combination is not marketed anywhere in the 
world but these drugs are already in use concomitantly (not as an FDC but 
individually) for the said claim, marketing permission may be granted based 
on chemical and pharmaceutical data. Data showing the stability of the 
proposed dosage form will also have to be submitted. 


( 
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(iH) For any other such FDCs, clinical trials may be required For obtaining 
permission to carry out clinical trials with such FDCs a summary of available 


pharmacological, toxicological and clinical data on the individual ingredients 
should be submitted, along with the rationale for combining them in the 


proposed ratio. In addition, acute toxicity data (LD 50) and pharmacological 
data should be submitted on the individual ingredients as well as their 


combination in the proposed ratio. 
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(c) The third group of FDCs includes those which are already marketed, but in 
which it is proposed either to change the ratio of active ingredients or to make 
a new therapeutic claim. For such FDCs. the appropriate rationale including 
published reports (if any) should be submitted to obtain marketing permission. 
Permission will be granted depending upon the nature of the claim and data 
submitted. 


(d) The fourth group of FDC includes those whose individual active ingredients (or 
drugs from the same class) have been widely used in a particular indication(s) 
for years, their concomitant use is often necessary and no claim is proposed 
to be made other than convenience. It will have to be demonstrated that the 
proposed dosage form is stable and the ingredients are unlikely to have 
significant interaction of a pharmacodynamic or pharmacokinetic nature. 

No additional animal or human data are generally required for these FDCs. and 
marketing permission may be granted if the FDC has an acceptable rationale 

Appendix VH 


UNDERTAKING BY THE INVESTIGATOR 

1. Full name, address and title of the Principal Investigator (or 
Investigator(s) when there is no Principal Investigator) 

2. Name and address of the medical college, hospital or other facility 
where the clinical trial will be conducted: Education, training & 
experience that qualify the Investigator for the clinical trial (Attach 
details including Medical Council registration number, and / or any other 
statement(s) of qualification(s)) 


16 G!;05—14 
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3. Name and address of all clinical laboratory facilities to be used in the 
study. 

4. Name and address of the Ethics Committee that is responsible for 
approval and continuing review of the study. 

5. Names df the other members of the research team (Co- or sub¬ 
investigators) who will be assisting the Investigator in the conduct of the 
investigation (s). 

Protocol Title and ^tudy number (if any) of the clinical trial to be? 
f conducted b^ the Investigator. 

7. Commitments: 

(i) I have reviewed the clinical protocol and agree that it contains all 

the necessary information to conduct the I will not begin the 

study until all necessary Ethics Committee and regulatory approvals 
have been obtained. 

(ii) I agree to conduct the study in accordance with the current protocol. 

I will not implement any devl?ition from or changes of the protocol 
without agreement by the Spunso.’ and prior review and documented 
approval / favorable opinion from the Ethics Committee of the 
amendment, except where necessary to eliminate an immediate 
hazard(s) to the trial Subjects or when the change(s) Involved are only 
logistical or administrative in nature. 

(iii) I agree to personally conduct and/or supervise the clinical trial at 
my site. 

(iv) I agree to inform all Subjects, that the drugs are being used for 
mvestigational purposes and I will ensure that the requirements relating 
to obtaining informed consent and ethics committee review and 
approval specified in the GCP guidelines are met. 


m 
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(v) I agree to report to the Sponsor ail adverse experiences that occur 
in the course of the inv6stigation(s) in accordance with the regulatory 
and GCP guidelines. 

(vi) I have read and understood the information in the Investigator's 
brochure, including the potentisi risks and side effects of the drug. 

(vii) I agree to ensure that all associates, colleagues and employees 
assisting in the conduct of the study are suitably qualified and 
experienced and they have b^en informed about their obligations in 
meeting their commitments in the trial. 

(viii) I agree to maintain adequate and accurate records and to make 
those records available for audit / inspection by the Sponsor, Ethics 
Committee, Licensing Authority or their authorized representatives, in 
accordance with regulatory and GCP provisions. I will fully cooperate 
with any study related audit conducted by regulatory officials or 
authorized representatives of the Sponsor. 

(ix) I agree to promptly report to the Ethics Committee all changes in 
the clinical trial activities and all unanticipated problems involving risks 
to human Subjects or others. 

(x) I agree to inform all unexpected serious adverse events to the 
Sponsor as well as the Ethics Committee within seven days of their 
occurance. 

(xi) I will maintain confidentiality of the identification of all participating 
study patients and assure security and confidentiality of study data. 

(xii) I agree to comply with all other requirements, guidelines and 
statutory obligations as applicable to clinical Investigators participating 
in clinical trials 


Signature of Investigator with Date 
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Apoendlix VIII 

ETHICS COMMITTEE 


1. The number of persons in an Ethcis Committee should have atleast seven 
members. Ethics Committee should appoint, frofn among its members, a 
Chairperson (who is from outside the institution) and a Member Secretary. 
Other members should be a mix of medical/non-medical, scientific and non- 
scientific persons, including lay public, to reflect the different viewpoints. 

For review of each protocol the quorum of Ethics Committee should be atleast 
5 members with the following representations: 

(a) basic medical scientists (preferably one pharmacologist). 

(b) clinicians 

(c) legal expert 

(d) social scientist / representative of non-governmental voluntary agency / 
philosopher / ethicist / theologian or a similar person 

(e) lay person from the community. 


In any case, the ethics committee must include at least one member whose 
primary area of interest / specialization is nonscientific and at least one 
member who is independent of the institution / trial site. Besides, there 
should be appropriate gender representation on the Ethics Committee. If 
required. Subject experts may be invited to offer their views. Further, 
based on the requirement of research area, e.g. HIV AIDS, genetic 
disorders etc. specific patient groups may also be represented in the Ethics 
Committee as far as possible. 


Only those Ethics Committee members who are independent of the clinical 
trial and the Sponsor of the trial should vote / provide opinion in matters 
related to the study. 


( 
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2. Format for Approval of Ethics Committee 


To 


Dr. 

Dear Dr. , 

The Institutional Ethics Committee / Independent Ethics Committee 
(state name of the committee, as appropriate) reviewed and discussed your 
application to conduct the clinical trial entitled “.” on.(date). 

The followinQ documents were reviewed.’ 

a. Trial Protocol( including protocol amendments), 

dated_Version no (s)._ 

b. Patient Information Sheet and Informed Consent Form (including 
updates if any) in English and/or vernacular language. 

c. Investigator’s Brochure, dated_, Version no.__ 

d. Proposed methods for patient accrual including advertisement 
(s) etc. proposed to be used for the purpose. 

e. Principal Investigator’s current CV. 

f. Insurance Policy / Compensation for participation and for serious 
adverse events occurring during the study participation. 

g. Investigator’s Agreement with the Sponsor. 

h. Investigator’s Undertaking (Appendix VII). 

The following members of the ethics committee were present at the meeting 
held on (date, time, place). 

-Chairman of the Ethics Committee 

--Member secretary of the Ethics Committee 

-Name of each member with designation 


We approve the trial to be conducted In its presented form. 
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The Institutional Ethics Committee / independent Ethics Committee expects to 
be informed about the progress of the study, any SAE occurring in the course 
of the study, any changes in the protocol and patient information/informed 
consent and asks to be provided a copy of the final report. 

Yours sincerely. 

Member Secretary, Ethics Committee. 

Appendix IX 

STABILITY TESTING OF NEW DRUGS 

Stability testing is to be performed to provide evidence on how the quality of a 
drug substance or formulation varies with time under the influence of various 
environmental factors such as temperature, humidity and light, and to 
establish shelf life for the formulation and recommended storage conditions. 

Stability studies should include testing of those attributes of the drug 
substance that are susceptible to change during storage and are likely to 
influence quality, safety, and/or efficacy. In case of formulations the testing 
should cover, as appropriate, the physical, chemical, biological, and 
microbiological attributes, preservative content (e.g., antioxidant, antimicrobial 
preservative), and functionality tests (e.g., for a dose delivery system). 

Validated stability-indicating analytical procedures should be applied. For long 
term studies, frequency of testing should be sufficient to establish the stability 
profile of the drug substance. 

In general, a drug substance should be evaluated under storage conditions 
that test its thermal stability and, if applicable, its sensitivity to moisture. The 
storage conditions and the length of studies chosen should be sufficient to 
cover storage, shipment and subsequent use. 

Stress testing of the drug substance should be conducted to identify the likely 
degradation products, which In turn establish the degradation pathways, 
evaluate the intrinsic stability of the molecule and validate the stability 
indicating power of the analytical procedures used. The nature of the stress 
testing will depend on the individual drug substance and the type of 
formulation involved. 



[^11—7sr^3(i)] 


oRT 




111 


Stress testing may generally be earned out on a single batch of the drug 
substance. It should include the effect of temperatures ), humidity where 
appropriate, oxidation, and photolysis on the drug substance. 


Data should be provided for (a) Photostability on at least one primary batch of 
the drug substance as well as the formulation, as the case may be and (b) the 
susceptibility of the drug substance to hydrolysis across a wide range of pH 
values when in solution or suspension. 

Long-term testing should cover a minimum of 12 months’ duration on at least 
three primary batches of the drug substance or the formulation at the time of 
submission and should be continued for a period of time sufficient to cover the 
proposed shelf life. Accelerated testing should cover a minimum of 6 months 
duration at the time of submission. 

In case of drug substances, the batches should be manufactured to a 
minimum of pilot scale by the same synthetic route and using a method of 
manufacture that simulates the final process to be used for production 
batches. In case of formulations, two of the three batches should be at least 
pilot scale and the third one may be smaller. The manufacturing process(es) 
used for primary batches should simulate that to be applied to production 
batches and should provide products of the same quality and meeting the 
sams sp6cifications as that int 0 nd 8 d for markoting. 

The stability' studies for drug substances should be conducted either in the 
same container - closure system as proposed for storage and distribution or in 
a contairrer - closure system that simulates the proposed final packaging. In 
case of formulations, the stability .studies should be conducted in the final 
container - closure system proposed for marketing. 


Stability Testing of new drug substances and formulations: 



112 


THE GAZETTE OF INDIA: EXTRAORDIN^Y _ [Part II— Sec, 3(i)l 

(i) Study conditions for drug substances and formulations intended to be 
stored under general conditions 

Study Study conditions Duration of study 

Long term SOX ± 2X/65% RH ± 5% RH 12 months 

Accelerated 40“C ± 2X/75% RH ± 5% RH 6 months 

If at any time during 6 months’ testing under the accelerated storage condition, 
such changes occur that cause the product to fail in complying with the 
prescribed standards, additional testing under an intermediate storage 
condition should be conducted and evaluated against significant change 
criteria. 

(ii) Study conditions for drug substances and formulations intended to be 
stored in a refrigerator 

Study Study conditions Duration of study 

Long term S^C ± 3°C 12 months 

Accelerated 25X ± 2°C/60% RH ± 5% RH 6 months 


(iii) Study conditions for drug substances and formulations intended to be 
stored in a freezer 

Study Study conditions Duration of study 

Long term - 20°C ± 5°C 12 months 
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(iv) Drug substances intended for storage below -20‘’C shall be treated on a 
case-by-case basis. 

(v) Stability testing of the formulation after constitution or dilution, if 
applicable, should be conducted to provide information for the labeling 
on the preparation, storage condition, and in-use period of the 
constituted or diluted product. This testing should be performed on the 
constituted or diluted product through the proposed in-use period. 

Appendix X 

CONTENTS OF THE PROPOSED PROTOCOL FOR CONDUCTING CLINICAL 
TRIALS 

1. Title Page 

a. Full title of the clinical study, 

b. Protocol / Study number, and protocol version nurriber with date 

c. The IND name/number of the investigational drug 

d. Complete name and address of the Sponsor and contract research 
organization if any 

e. List of the Investigators who are conducting the study, their 
respective institutional affiliations and site locations 

f. Name(s) of clinical laboratories and other departments and/or 
facilities participating in the study. 

2. Table of Contents 

A complete Table of Contents including a list of all Appendices. 

1. Background and Introduction 

a. Preclinical experience 

b. Clinical experience 


16 GI.05—15 
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Previous clinical work with the new drug should be reviewed here and a 
description of how the current protocol extends existing data should be 
provided. If this is an entirely new indication, how this drug was considered for 
this should be discussed. Relevant information regarding pharmacological, 
toxicological and other biological properties of the drug/biologic/medical 
device, and previous efficacy and safety experience should be described. 

2 . Study Rationale 

This section should describe a brief summary of the background information 
relevant to the study design and protocol methodology. The reasons for 
performing this study in the particular population included by the protocol 
should be provided. 

3. Study Objective(s) (primary as well as secondray) and their logical relation to 
the study design. 

3. Study Design 

a. Overview of the Study Design: Including a description of the type of 
study (i.e., double-blind, multicentre, placebo controlled, etc.), a detail 
of the specific treatment groups and number of study Subjects in each 
group and investigative site, Subject number assignment, and the type, 
sequence and duration of study periods. 

b. Flow chart of the study 

c. A brief description of the methods and procedures to be used during the 
study. 

d. Discussion of Study Design: This discussion details the rationale for the 
design chosen for this study. 

5. Study Population: the number of Subjects required to be enrolled in the study at 
the investigative site and by all sites along with a brief description of the nature of 
the Subject population required is also mentioned. 
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6. Subject Eligibility 

a. Inclusion Criteria 

b. Exclusion Criteria 

7. Study Assessments - plan, procedures and methods to be described in 
detail 

8. Study Conduct stating the types of study activities that would be 
included in this section would be; medical history, type of physical 
examination, blood or urine testing, electrocardiogram (ECG), 
diagnostic testing such as pulmonary function tests, symptom 
measurement, dispensation and retrieval of medication. Subject cohort 
assignment, adverse event review, etc. 

Each visit should be described separately as Visit 1, Visit 2, etc. 

Discontinued Subjects: Describes the circumstances for Subject 
withdrawal, dropouts, or other reasons for discontinuation of Subjects 
State how drop outs would be managed and if they would be replaced 
Describe the method of handling of protocol waivers, if any. The 
person(s) who approves all such waivers should be identified and the 
criteria used for specific waivers should be provided. 

Describes how protocol violations will be treated, including conditions 
where the study will be terminated for non-compliance with the protocol. 

9. Study Treatment 

a. Dosing schedule ( dose, frequency, and duration of the experimental 
treatment) Describe the administration of placebos and/or dummy 
medications if they are part of the treatment plan. If applicable, 
concomitant drug(s), their doses, frequency, and duration of 
concomitant treatment should be stated. 
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b. Study drug supplies and administration: A statement about who is going 
to provide the study medication and that the investigational drug 
formulation has been manufactured following all regulations Details of 
the product stability, storage requirements and dispensing requirements 
should be provided. 

c. Dose modification for study drug toxicity; Rules for changing the dose 
or stopping the study drug should be provided. 

d. Possible drug interactions 

e. Concomitant therapy: The drugs that are permitted during the study and 
the conditions under which they may be used are detailed here. 
Describe the drugs that a Subject is not allowed to use during parts of 
or the entire study. If any washout periods for prohibited medications 
are needed prior to enrollment, these should be described here. 

f. Blinding procedures; A detailed description of the blinding procedure if 
the study employs a blind on the Investigator and/or the Subject 

g. Unblinding procedures: If the study is blinded, the circumstances in 
which unblinding may be done and the mechanism to be used for 
unblinding should be given 

10. Adverse Events (See Appendix XI): Description of expected adverse 
events should be given. 

Procedures used to evaluate an adverse event should be described. 

11. Ethical Considerations; Give the summary of: 

a. Risk/benefit assessment; 

b. Ethics Committee review and communications 

c. Informed consent process 

d. Statement of Subject confidentiality including ownership of data and 
coding procedures 

12. Study Monitoring and Supervision: A description of study monitoring 
policies and procedures should be provided along with the proposed 
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frequency of site monitoring visits, and who is expected to perform 
monitoring. 

Case Record Form (CRF) completion requirements, including who gets 
which copies of the forms and any specifics required in filling out the forms 
CRF correction requirements, including who is authorized to make corrections 
on the CRF and how queries about study data are handled and how errors, if 
any, are to be corrected should be stated. 

Investigator study files, including what needs to be stored following 
study completion should be described. 

13. Investigational Product Management 

a. Give Investigational product description and packaging (stating all 
lingredients and the formulation of the investigational drug and any 
placebos used in the study) 

b. The precise dosing required during the study 

c. Method of packaging, labeling, and blinding of study substances 

d. Method of assigning treatments to Subjects and the Subject 
identification code numbering system 

e. Storage conditions for study substances 

f. Investigational product accountability: Describe instructions for the 
receipt, storage, dispensation, and return of the investigational products 
to ensure a complete accounting of all investigational products 
received, dispensed, and returned/destroyed. 

g. Describe policy and procedure for handling unused investigational 
products. 

14. Data Analysis: 

Provide details of the statistical approach to be followed including 
sample size, how the sample size was determined, including 
assumptions made in making this determination, efficacy endpoints 
(primary as well as secondary) and safety endpoints. 
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Statistical analysis: Give complete details of how the results will be 
analyzed and reported along with the description of statistical tests 
to be used to analyze the primary and secondary endpoints defined 
above. Describe the level of significance, statistical tests to be 
used, and the methods used for missing data; method of evaluation 
of the data for treatment failures, non-compliance, and Subject 
^withdrawals; rationale and conditions for any interim analysis if 
planned. 

Describe statistical considerations for Pharmacokinetic (PK) 
analysis, if applicable 

15. Undertaking by the Investigator (see Appendix VII) 

16. Appendices; Provide a study synopsis, copies of the informed consent 
documents (patient information sheet, informed consent form etc.); CRF 
and other data collection forms; a summary of relevant pre-clinical 
safety information and any other documents referenced in the clinical 
protocol. 

Appendix XI 

Data Elements for reporting serious adverse events occuring in a clinical trial 
1. Patient Details 

Initials & other relevant identifier (hospital/OPD record number etc.)* 

Gender 

Age and/or date of birth 

Weight 

Height 
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2. (juspectea Urug(s; 

Generic name of the drug* 

Indication(s) for which suspect drug was prescribed or tested 
Dosage form and strength 

Daily dose and regimen (specify units - e.g., mg, ml, mg/kg) 

Route of administration 

Starting date and time of day 

Stopping date and time, or duration of treatment 

3. Other Treatment{s) 

Provide the same information for concomitant drugs (including non 
presciiption/OTC drugs) and non-drug therapies, as for the suspected drug(s). 

4. Details of Suspected Adverse Drug Reaction(s) 

Full description of reaction(s) including body site and severity, as well as the 
criterion (or criteria) for regarding the report as serious. In addition to a 
description of the reported signs and symptoms, whenever possible, describe 
a specific diagnosis for the reaction.* 

Start date (and time) of onset of reaction 

Stop date (and time) or duration of reaction 

Dechallenge and rechallenge information 

Setting (e.g., hospital, out-patient clinic, home, nursing home) 

5. Outcome 

Information on recovery and any sequelae; results of specific tests and/or 
treatment that may have been conducted 

For a fatal outcome, cause of death and a comment on its possible 
relationship to the suspected reaction; Any post-mortem findings. 
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Other intormation: anything relevant to tacilitate assessment or the case, such as medical 


history including allergy, drug or alcohol abuse; family history; findings from special 
investigations etc. 


6 . Details about the Investigator* 

Name 

Address 

Telephone number 
Profession (speciality) 

Date of reporting the event to Licensing Authority: 

Date of reporting the event to Ethics Committee overseeing the site; 


T 



Signature of the Investigator 

Note; information marked * must be provided." 


[F. No. X-11014/1/2003-DMS& PFA] 
RITA TEOTIA, Jt Secy, 

Foot Note :— The Principal Rules were published in the Official Gazette vide notification No. F 28-10/ 
45-H(i), dated the 21st December, 1945 and last amended vide G.S.R. 810(E) dated 
13-12-2004. 
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